
AGGREGATE PRODUCTION QUOTA HISTORY FOR SELECTED SUBSTANCES* 
(In kilograms 1 only0nous acid or ease) 

Controlled Substance 2005 2006 2007 2008 2009 2010 2011 2012 2013 IF 2014 20150 

2,607.500 4-Anil ino-N-phenothy1-4-plperidine In WA WA N/A NIA NIA 1,1001000 1000.000 1,600000 2.250.003 2.687.500 
Alfentanil 2800 7.200 5200 8.000 8.000 8.000 12.900 29.032 30.250 17.625 17.750 
Amobarbital amp 101.000 0.003 0.003 40,007 0009 0.009 25.125 
Amphetamine (conversion) 5,000.000 5000.003 7500.000 7,500.000 8,500.000 13,300.000 21,675.000 18.375,000 21.878003 
Amphetamine (sale) 14,500,000 17.000.000 17.000.000 17.000.000 17000.000 18500.000 25,300.000 33.400.000 47.186.000 49,000000 37,500000 
Cocaine 220.000 266.000 286.000 247.000 247.000 247.000 216.000 216.000 240.000 240,000 275.000 

Codeine conversion 55000.000 59 000,000 56000.000 71.000,000 65,000,000 65000.000 65000000 65.000,000 81 280.0P3 66.750.000 50.000)300 
Codeine (sale) 39,605.000 39505.000 39,605.000 39.605,000 39,605.000 39605.000 39505.000 39.805.000 49.506.250 46.125.000 49,500.000 
DeXtrOprOpOxyphene 167,355.000 120.000,000 120000000 106,000.000 106,000,000 92000.000 0.007 0.007 cume 0.019 0019 
Dihydrocodelne 750.000 1,261.030 2,435.000 1,200.000 1,200.000 8013.000 255.000 400.000 250.000 100,750 226.375 

Diphenoxylale 833.000 628.000 828.000 761.000 947.000 027,000 730.000 900.600 887.500 1.288.760 1.337500 
Ecgonine 73.000 03.000 83.000 83.1100 83.000 83.000 144.000 174.376 174.375 

FentanW 1.428.000 1.428.000 1.428100 1.428.000 1.428.000 1.420.000 1428.000 1.428.000 2,108.750 2.106250 2.150.000 

Gamma-hydroxybUtyriC acid 8000.000 8100000 23,600.000 21.940.0E0 24.200.000 52.156,000 5,772.000 37000.000 67,500.000 70.250.000 70.250.000 
Hydrocodone 37,504.000 42.003.000 48,000000 95,000.000 55800.000 55,000.030 83,000.000 79,701000 99,625,000 99525000 99,625.000 

HYdroMorphone 3,300.000 1510.000 3,300.000 3300.000 3.340.000 3.455.000 3,455.1300 4.207100 6,750,000 5750.000 7.000.000 
Levorphanol 5,000 5.000 6.000 10.000 10200 10.000 3.600 3.600 4.500 4.625 7125 
Lisdexamfetamine (2) WA NIA 6,200000 6,200.000 8,200.000 9.000.000 10,4130030 18000.030 21.000.030 13.750.000 29850000 
Marihuana 4.500.000 4.500.000 5500.000 4.500.000 4500000 21000 21.000 21.030 21.000 650.000 125000 
Meperldln a 9.753.000 0753000 9853.000 0,600.000 0.600100 6600.000 5,500.000 5500.000 6,875000 6.250.000 6.250000 
Methadone 17.940.000 25000000 25,000.000 25.000000 25.000.000 20000.000 20,0013.000 23,100.000 33125.003 21.675000 31,675000 
Methadone Intermediate 20,334.000 28.000.000 26,000.000 26,000,000 26.000.000 26,000.000 26,000.000 29,970.000 40,500.000 36.875000 34375.000 
Methamphetamine 2,360.000 8130,000 3,130,000 3,130.000 3.130.000 3,130.1300 3,130.000 3,130000 3.912500 2511.375 2,051,375 

I-DesoxyephedrIne 700.000 690.0430 680.000 680,000 860,000 750,000 750.000 750.000 907.500 1,250.000 1.250.000 
Methamphetamlne (conversion) 1,615.000 2.405.000 2,405.000 2,405.003 2,405.000 2.331.000 2,331000 2,331.000 2563.750 1500.000 750,000 
Melhamphetamlne (sale) 45.000 45.090 45.000 45.000 45.000 49.000 49.000 49.000 61.250 61.375 61.375 

Methylphenidate 351100.000 35.000.000 50,000030 50000.003 50,000.000 60,000.000 56,000.000 64,600.000 96,750.600 68850.000 83850,000 
Morphine (convection) 110,774.000 100000.000 110,774.000 110,000,003 103,000.600 83000.000 70000.000 83.000.000 91.2.50000 91.250.000 91.250.000 
Morphine (sale) 35.000.000 35.000,000 35000.000 35,000.000 36,300.000 391300.000 39,000000 48,200.000 81,125200 61603.000 62808000 
Noroxymorphone (conversion) 4,000,000 5500.000 11.000.000 9,000.000 9,000100 0.000000 7,200000 7.200.000 9,000.000 17.500.000 17500.000 
Noroxymorphone (sale) 1.002 1.002,000 1.002 10.000 10.000 41,000 401.000 1.981000 1262503 1 262 500 1,475.000 
Opium 0) 1,280.000 1,360.000 1,400.000 1.400,000 WA WA WA WA WA WA WA 
Opium (powdered) WA NIA WA WA 230.000 230.000 63.000 73.000 91250 112.5E0 112,500 

Opium (tincture) WA NIA N/A WA 1.250.000 1500,000 1,000.000 1,000.000 1,287.930 780,000 687.500 
Orlpavinn (0 WA WA NIA 15.000.000 15,000.000 15,000.000 810%000 15,300,000 22,750.000 30,625.000 35100.000 
Oxycodone (conversion) 920.000 4610000 3.100.000 4,620,000 4,500.000 5.600.000 5,500.000 7,600,000 10,250.000 9.250.000 8850.030 
Oxycodone (sale) 50.490.000 58000.000 70.000,000 70,000.000 94,000.000 105.500.000 98,000.000 105,200,000 153750000 149.375,000 137.500.000 
Oxymorphone (conversion) - 2.400000 15.300.000 12.000.000 12.000.600 12.800.000 12,800.003 12.801000 18075.000 25000100 29.000.1300 
Oxymorphone (sale) . 534.000 1106.000 1.800000 2,000.000 2870000 3,070000 3,070,000 5.500,000 7,001000 7,750.000 7.750,000 
Pentobarbital 20.335,000 28,000.000 35.200.000 28.000.000 28.000.000 26,000000 34,000.000 34.000.000 42.500,000 35,000.000 35,000.000 
OhenWacelone - - 0.001 250001 12500001 6,000000 16.000030 42,393.750 45,750000 9.3751100 
Secobarbital 0.002 0,002 0.002 0,032 67.000 67.000 338,002 338.002 215,033 215.003 215.003 
Sufentanil 4.500 6.500 10.300 10.300 10,300 7.000 5.000 6.732 6,660 5.255 6,255 
Tapentadol (51 N/A WA WA N/A 1,000.000 403.000 5,400.0013 5,400,000 13,750.000 17,500.000 12500100 
Tetrahydrocannablnols 312.500 310000 312.500 312,500 312.500 264.000 393.000 393.000 491000 491,000 497.500 
Thebeine 72.453.030 18.00e.00 126.000.000 126.000.030 126,000000 126000000 115,000.000 119,000.000 145.003.000 145.000000 125,000000 
DEA inblishas • complete red m NANIN I end INAtictaNd Substance ANN, is Prx1,01N avows blIN Federal Reifister 

0) AANNAI.10,60•041,1.0114enN Mum. n s.netuea ENUSIN VAIN Am Aug's./ 10, 2010 l FR 3129,0 
NSOINMIntalle bef Irne.1101UNI• 11 coNNIN SUN it l,M..2N1m5 FR 21530 
ONA,..N. N U/Yaa raperza canNON• ANNUM nIN 

14) 08.^ntecamo • sewn. tem 0,82 class coae scot/wet 24.2001 (164 FR 54201 
IN To ponlaNt became /NOS II ear/role/ SuBSINCe AAA 22, 2C/904 FS 23/g0) 

Updated October 8, 
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, COGA7IIE 

CODEINE 

61fa 3700.0.01816.'' : 

DIPHENOXYLATE 

DliONMINQL 
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8af/40 1. • 

HYD RO CO DO NE 

1.44.001001:0"k 

LEVORPHANOL 

; 4 000-444884,841148::' 
MEPERIDINE 

k1c018DOWL-
MErHAMPHETAMINE 

*!Frik•PPEOIDATE 
MORPHINE 

NALBUPHIN8 

NALOXONE 

-1/4.47RD(086 

Noroxymorphone products (sum) 

DPIUM 
OXYCODONE 

0 0640RPH0NE, • 

PENTAZOCINE 

t•iiiigeOlTriAL 
PHENYLPROPANOIAMINE 

: ;8S000g .88.1 0 88"1
REMIFENTANIL 

,1k800.840304.... 
SUFENTANIL 

J:t.888008: 

22,664.555 

22,75E328 

756.022 

413.016 

• 106.128 
1,972.090 

63,179.515 

i;813:040'
1.544 

1,860.965 

' 67770861. 

14.399 

21;78*;/44:;' 
28,706.443 

63.599' 
433.684 

646.518 

1,143.801 

66,704.849 

22,574.791 

21,747.588 

411.425 

111.477 
2,079.301 

61,710.790 

1,927:06

2.314 

131482:881; 
1,522.736 

518105:070
13.192 

2°,137.504

26,272.879 

41.766-

481.367 

743-593
1,266.726 

60,357.506 

698.430 565.292 

2.966 

1870367353 186,436:285 

1.105 1.158 

0.051 0.047 

6,388.449 5,989.766 

2015 Data based on Jan - Mar 2015 data 

• corrected based on historical IMS data for cl,land d 

"added dexmethylphenidate to methylphenidate 

••• corrected based on IMS capture of OTC market 

-0.40% 24,622.361 9.07% 26,533.368 

-Al.30% 

-4.43% 21,716.915 -0.14% 27,997.461 

-0.39% 385.932 -6.20% 389.646 

4,7670. ‘. ' .TAiz* 7.5,506* . - ' 116,165
• 

5.44% 2,234 629 7.47% 

• 
-2.32% 56,372.635 -8.65% 

49.87% 2.691 16.29% 

004:4 ;, 
-19.04% 1,243.493 -18.34% 

44:1* • 5441',10  
-8.36% 11.910 -9.72% 

A7A 596 20i0 54 71 . - 04058
-8.48% 24,603,452 -6.35% 

-34S$ ' 40,868 415% 

10.99% 522.199 8.48% 

15.0884 427-244 SY° 
10.75% 1,490.310 17.65% 

17444 76.702
-9.52% 58,911.473 -2.40% 

4444 - 
-19.06% 422.871 -25.19% 

' 48-03% ' 18-541 -30246 

ltDIV/01 1.058 -64.34% 

4.75% 1.225 5.83% 

23.1746 11.470 -4.73% 

-8.82% 0.041 -11.40% 

4.24% 5,645.768„ 

IMS DATA 2012 - 2015 (est) 

2,133.284 

467.650, 

50,046.773 

1,Y5"244 

2.882 

SA:184W 

1,147.088 

4,967.310 

11.278 

nagii 32
24,084.883 

36.675

550.850 

088.83$ 

1,976.362 

59,620.924 

1,946:669.( • kr:844 

28,92% 

0.96% 

q•Ame 
-4.54% 

-11.22% 

7.11% 

• '6-;0 811% 
-7.75% 

Ma% 

-5.30% 

-6a64 
-2.11% 

-10,26% 

5.49% 

49.706 

1.20%

32.61% 

- -Z25% 

428.603 1.36% 

it.en 404% 
0.792 -25.11% 

408;8711200.
1.270 3.71% 

12;480 . * ;-13.81% 
0.042 1.94% 

•;n:I.006 
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'11 
2016 Proposed Initial Quota Worksheets 

BASIC CLASS: 

Company: 
Request: 
Current Year MQ: 
Year end inventory 

• Calculations (quota requested) 
dihydrocodeine 
hydrocodone (for sale) 
oxycodone (for sale) 

total needed 

INITIAL MQs 
est need 
MQ: 
Total Initial MQs: 

Total MQs: 

FURTHER CALCULATIONS 

Proposed Initial APQ 

Codeine (conversion) 9050-A 

b)(4) 

17900.0 
24031.1 
2743.3 

amt needed substance MQ yield 
226.667 170.000 0.750 

23908.046 20800.000 0.870 

24134.713 

33432.810 

17900.000 

33100.000 others 

40000 

15200.0 
10681.2 
4509.8 

amt needed substance MQ yield 

5302.391 3770.000 0.711 

9687.500 4650.000 0.480 
(use yield from other location) 

14989.891 

16897.907 

15200.000 

0.005 = 33100.005 

codeine (conversion) 
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Q ., F tgalePe_ipt12213 _ . .. .  ...   _ _     _  ....._ .. 
e_oi iTeiZCi

3A 

aaa Cr ,idisp— Y.1. 160Iiii 1 ner.:Dik=102UL— 
Date submitted: 21-APR-15 

• APPLIpAT.X0N. FOR INDIVIDUAL MANUpAcTURYNCI QUOTA. .. • . . . 

EINE,AMIR g0WERSIGN)   AM2401119/Dist_NUPber___ 
mac and Address of Reaiatrant  Drug Coda i__ ,050-A
b)(4) 

L 

-..--------f
uote Year  

RA Registration Numb* 

----„ 15: ' 49----

r 
il 4dOtgag (b)(4)XbX6) h lie No. 

NOM All QUentitles are to be Expressed In Grans of Anhydrous AoLd, Eaeal, Or Alkaloidfnet as delta/. 
i    Quotas Previously Issued by DEA 

r  

2014 

9,603,000.0 10,681,224,0 

Quota History 

rOductIon Data 

nventory as of Dec 31 

2nd Preceding Year 

2016 

lac preceding Year

0.0 

Estimate far 
Current Year 

15,200,001.0 
Estimate for Year 

Requested 

a.8ulk Controlled Substance/List 1 Chemical.., E 2,89/.068. 

• b./n.Process material  
1,612,695. 

C. Contained in FINISHED Dosage Forme 

13 
iaposition(saiel/Vtilization 
a.0cmestle 
b Exports 

4,509.'63. 

38.643.0 0.0 

0.0 

18,643. 

0,0 

0.0 0.0 

0.0 
0.0 

0.0 

cquiSitiOn/Frodmceien 

a.Domestic Sources 
5 015. 0.0 
5,015. 0.C\

4f the Purpose is to nanufaoture Another Substance(s). rurnish the Following information: 

15.200.000.e 15,200,0042.0 

15,200,000. 15,200,006.0

 I Drug I

— Amount Used for this Purpose t Yield 
2013 2014 1 2016 

ame 

AYCI0O014i.(FOE11:::6:gthw9'il""nCe 0 6,209,911 9343-A 

Product Develop lioSigitTorm 8treegth -T —friii.Wina:teti I. 6 of Hatches' I_ EatCh Purpos --1T-iei7fi naiilirt77M;pTEtTia.;;"Inftl 

• 

~freaster Itegiscractq 
_   . . . .. _. 

Dote 126 Deatiiii; 117------- 

Explanation of Transfer 

Explanation 

eetaglag Product N4O4 ; Strength i Unita/Pkg 1 R of PhEs 

--- - ' - - --- ---- - • - 

  I 

E) 
b)(4)0)(7)( [ I 

1 

------• 

_I 

Purpties • Total Quantity 
t 

Marks ..
---- • 

e will sell a portion of the material to to produce Oxycodone HC1 and Hydrocodone Eitartrate, and we will use some 

of the material internally to produce Cxycodone hale. 

. 
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-' - .:...ARP-LICATPN:.F9k.pROCUREMANT CITTOTA_,',1,. .,,.: ..,'..„ ,.. , 

!Request ID 22831  jOate Submitted I 21-APR-15 ! 

Name of Basic Class or List 1 Chemical (only 1 per DEA-250) 
CODEINE {FOR CONVERSION) rug Schedule/List ' 2 -- --'1

c sm,(b)(4) 
Note Year 6 1 

I 
\lame and Address of Registrant    rug Code 9050-A 

]HA Registration 

(b)(4);(b)(7)( 
E) 

IContaot_Person Ii1VR) 
ail  b)(4);(b)(6) 

FaX go 
phone No. 

NOTE: All Quantities are to ba Expressed in areas at AnhydroUB Acid. Base, or Alkaloid(nat es mate),. 

Quota History 
Quota. 

2014 T-

9,603,000.0 

Production bate 2nd Preceding Y*0 

Inventory as of Dec 22 
a,fiulk Controlled Substance/title 2 Chemical... 
b.In-Procea. Material 

0.0 
o.o 
0.0 

e. Contained in FINCSHED boea9e Forms 

: a.Dumestic 
b Export. 

0.0 

0.4 

Pxeviouely Issued by DEA t l
2015 4016 0,10C4 Requeeted  1 

7.911.400.0' 0.0 10,100,000.0 I 

list:PreCeding Year rrent Year estimates Quota Year eatInetes 1 

0.0 1.218./06.0 
0.0 0.0 

3,230,706.0 

0.0 
0.0 

0.0 

o,o 

3,230 706.Ci 

0.0 

3,230,706.0 

0.e 1.0,160,000. 00,260.000 

o. o. 
0.0 10,260,000. 10.260.000. 

p%CquisitiOn/Production 1.209.528. 0.0 .- 10,160,000.1 00/0,260,0 . 
a.Domestic Source.  ,. . 

d.
. 

1 '3.111%p...cation  1,299.520. 

I--   

C.0  . 10,260,000.0r 10.240,000.0 
. • , 

ilf the Purpose is to Manufacture Another SubstanCe(s). Purnigh the Followino InformaciOn, 
' Mane of New Substance ?rug Codal 

.20.13_____ x__ 
Amount Deed for Claim Purpose 

_ 
-1-- % Yield 

I 000000006E 1900 1301.6) 
I 2014 01§. A_ 

'LA, 

imooNt IF00 Oct01 
9193-0 
$003.0 

6,207,104 
5.04.14, 49.00 ) 

F 

If the Purpose is to Manufacture the Basic class or List  1 Chem/Cal into Dosage Forms, Purnish the Following Information: 

Rasa of Dosage rem }authority 91_1409 i Amount tided for this Purpose !etiolate for pratimate for Tear 
6sch.a.oraiurc to,o. I.... 40A499. 94444. etc. 494( 4444NAh* Market Schear-----1,35---- - ---- 2014  2016 'Quota is I...questa 
.--- - -.------------- - 

• EXplan.tion Of Transfer

Product 1:4441404nt Dosage Pori i Strength 1 unite/Batch ' 1 N of Batches I Satoh Purpose -]Eptimated OuantitTglimated Complatiool 

IFate of Deetructi on
aekagiag,Product 140* r .3. 11?.gTb71 l'!"9/!31.97: Total Quantity . 

Se sill purchase its material from  and convert it co both Hydrocod000 and Oiy0000nc. • 
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L 

L 

INDIVIDUAL MANUFACTURING dUoTk. 

est To.1123362 
aro_01-13Anic_CI0gua_qz__Itiat 1..c11anticAlAmax...1...0or .1213,4-1n) 
DCINCAEPR_CONVERSION) Schedule/List Humber...-. • 
ame and Address of Registrant . . .  rua Code 4050-.A-

(b)(4) eta Year 2016 
HA Registration Numbs 

Date Submittedi 30-APR-15 

gonta0D-2213021(b)(61
'email Address  (b)(4):(b)(61 

MOTEg Ali Quaatitier are to no ioiprekeod in Drams of Anhydroce acid, Bose. or Aikaloid(not as Salts). 

Quota History 

roduction Data 

Quotas Previously Inoue by DEA 
2014 2015 

29,506,599.0  24,031,070.0 
2nd Preceding Year lee Preceding Yeec 

2016 
0.0 

Estimate :or 
Current Year 

Quota Begoontod 
17,900,000.0 

Estimate for Peer 
neguesred 

Sliventory as of Dec 31 
a.BulA Controlled Substance/List 1 Chemical... 

I b.In-Process Material 

c. Contained in FINISHED Waage Forms 

brisposition(Sale)/UtilizaLion 

a.Domestip 
b Exports 

1,696,445.0 0.0 1,955,060.0 1,985,060.0 

1,046,903.0 0.0 3,000,000.0 3,000,000.0 
0.0 0.0

2,743,346.0 0.0 4,965 060.0 4 965,04:: 

0.0 

0.0 
0.0 

oeuisition/Production 
a.0omestic sources 

4.0 

0.0 

0.0 

17,914,940.1 
0. 

17,914,940.0 
0.0

17.914,940. 17,914,940.0 

4 
0,01 17.000,000.0 -  17,900,000.0 
0. 17,900,000.01 17,900 000.0 

t the Purpose is to Manufacture Another Substanceisi. Furnish the Following information; 

Dane of New 9Ubvtance 

pIHYDROCODEIND 

HYDROCODONE LF09 SALE, 

WW1 1_ Amount Deed for this Furore 
  1013  I 2014 2014 

9120-0 0 0 226,667 -45.00  1 70 
9191-9 24,053,212 15.168.586 17,608.273 87.00 

C Yield 

Product Development Dosage Form  ] Units/Batch Ea of Batches  Batch PUPpigeo : Eat. Quantity !Hot. Completion limo 

r- oiotraotL Isplenation of Transfer 

71Tet6. 440eatructionj 

eokoging Product Bons 

et arks 

 st....th  wat.ing .t 74. , Purpose, 1 Total QuantiLy1 

L 
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L 

L 

L 

Manufacturer (b)(4) 
CODEINE HYDROCODONE • (b)(4) 
CODEINE HYDROCODONE (b)(4) 
CODEINE HYDROCODONE (b)(4) 
CODEINE HYDROCODONE (b)(4) 
CODEINE HYDROCODONE (b)(4) 
CODEINE HYDROCODONE (b)(4) 
CODEINE HYDROCODONE Grand Total - Codeine Grand Total - liydroco done 

KG Audit from May 2009 to April 2015. 
A. Includes all available columns. 

Title NSP KG 
Sub Title 
Audit NSPKG -- Report Fil Manufacturer b)(4) 

2012 2013 2014 2015 (4 mo) Est 2015 KG KG KG KG 
1,126.1979 28,394.0724 

0.1.2 2,488.2869 
201.9216 116.1139 

2,650.5719 14,828.2431 
213.1261 144.9083 

9,458.2497 15,228.8441 
6,189.2934 284.5845 19,839.4806 

61,485.0532 

898.9867 23,340.5311 
183.945 3,575.701 

187.7034 586.0412 
720,8188 18,125.9265 
137.8527 180.3861 

9,627.1545 13,752.8883 
6,990.8199 226.044 18,747.281 59,787.5182 

706,0595 16,389.2893 
359.94 3,670.15 

208,9938 488.6063 
1,136.1235 12,832.8585 

90.8124 102.8207 
8,896.6084 20,627.9477 

• 6,846.4338 98.4863 18,244.9714 
54,210.1588 

KG 

218.197 5,154.1804 
381.519 1,268.0513 
91.2671 183.1848 

302.7691 4,199.7663 
51.0658 40.5091 

3,568.0183 4,403.7651 
3,258.7383 0.0008 

7,871.5746 15,249.4578 

654,591 15,462.5412 
1144.557 3,804.1539 
273,801 549.5544 
908.307 12,599.2989 
153.197 121.5273 

10704.055 13,211.2953 
9776,215 .0024 23,614.7238 45,748.3734 

(b)(4) Molecule CODEINE, XDROCODONE, restricted to: 4-HYDROXYBUTYRIC ACID, ALFENTANIL, ALPRAZOLAM, AMOBARBITAL, ATOMOXETINE, BELLADONA, BENZPHETAMINE, BUPRENORPHINE, BUPROPICN, BUTABARBITAL, BUTALerrAL, BUTORPHANOL, CARBINOXAMINE, CARISOPRODOL, CHLORAL HYDRATE, CHLORDIAZEPDXIDE, CLONAZEPAM, CLORAZEPATE, COCAINE, CODEINE, CYCLOBENZAPRINE, DEXMETHYLPHENIDATE, DEXTROAMPHETAMINE, DEXTROMETHORPHAN, DIAZEPAM, DICHLORALPHENAZONE, DIETHYLPROPION, DIFENOXIN, DIHYDROCODEINE, DIPHENHYDRAMINE, DIPHENOXYLATE, DRONASINOL, EPHEDRINE, ESTAZOLAM, ESZOPICLONE, FENTANYL, FLUOXETINE, FLUOXYMESTERONE, FLURAZEPAM, FOSPROPOFOL, GABAPENTIN, HYDROCODONE, HYDROMORPHONE, KETAMINE, LACOSAMIDE, LEVORPHANOL, LISDEXAMFETAMINE, LORAZEPAM, LORCASERIN,, MEPERIDINE, MEPROBAMATE, METHADONE, METHAMPHETAMINE, METHOHEXITAL, METHYLPHENIDATE, METHYLPHENOBARBITAL, METHYLTESTOSTERONE, MIDAZOLAM, MODAFINIL, MORPHINE, NABILONE, NALBUPHINE, NALOXONE, NALTREXONE, NANDROLONE, OPIUM, OXANDROLONE, OXAZEPAM, OXYCODONE, OXYMETHOLONE, OXYMORPHONE, PEMOLINE, PENTAZOCINE, PENTOBARBITAL, PERAMPANEL, PHENDIMETRAZINE, PHENOBARBITAL, PHENTERM1NE, PHENYLEPHRINE, PHENYLPROPANOLAMINE, PREGABALIN, PROPOFOL, PROPDXYPHENE, PSEUDQEPHEDRINE, QUAZEPAM, REMIFENTANIL, RETIGABINE, SECOBARBITAL, SIBUTRAM1NE, STANOZOLOL, SUFENTANIL, SUVOREXANT, TAPENTADOL, TEMAZEPAM, TESTOSTERONE, THIOPENTAL, TRAMADOL, TRIAZOLAM, ZALEPLON, ZOLPIDEM 
Month 2015, 2014, 2013, 2012 
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Manufacturer 

CODEINE 

HYDROCODONE 
(b)(4) 

CODEINE 

HYDROCODONE 
(b)(4) 

CODEINE 

HYDROCODONE 
b)(4) 

CODEINE.

HYDROCODONE 
b)(4) 

CODEINE 

HYDROCODONE 
b)(4) 

CODEINE 

HYDROCODONE 
b)(4) 

CODEINE 

HYDROCODONE 

(....„ Grand Total - Codeine 

Grand Total - Hydrocodone 

Q1 2014 
KG 

Q2 2014 
KG 

Q3 2014 
KG 

Q4 2014 
KG 

Q1 2015 
KG 

199.196 171.9742 167.7635 167.1198 166.864 

4,402.9031 4,189.8282 4,217.5459 3,579.0086 3,960.3623 

61.824 63.321 80.019 154.752 285.339 

829.2086 902.4588 960.3325 978.0847 971.6628 

71.9536 41.5798 30.4825 64.9778 77.7549 

131.85 130.411 128.539 97.7638 141.272 

174.7263 165.6367 320.4232 475.3253 267.9936 

2,829.3403 2,864.0804 3,810.4553 3,328.9653 3,170,0897. 

22.7157 18.166 21.6082 28.3214 37.2305 

51.0996 14.2548 16.1151 21.3512 33.4326 

2,394.4384 2,063.125 1,940.0434 2,498.9755 2,369.15L6 

6,060.3932 6,019.3266 5,178.0557 3,369.9379 3,405.4567 

1,594.2957 1,530.9222 1,552.5138 2,168.6856 2,547.2826 

50,2253 39.423 8.7825 0.0555 0.0008 

4,519.1497 4,054.7249 4,112.8536 5,558.1574 5,751.6162 

14,355.0201 14,159.7828 14,319.826 11,375.167 11,682.2764 

IMS Health Data for Manufacturers of both codeine and hydrocodone products for 2014-2015 (1st qtr.) 

KG Audit from April 2009 to March 2015. 
A. Inc.ludes all available columns. 

Title NSP KG 
Sub Title 
Audit NSPKG 
--- Report Filtem ---
Manufacturer rb)(4) 

(b)(4) 

I 

Molecule CODEINE, HYDROCODONE, restricted to: 4-HYDROXYBUTYRIC ACID, ALFENTANIL, ALPRAZOLAM, AMOBARBITAL, 
ATOMOXETINE, BELLADONA, BENZPHETAMINE, BUPRENORPHINE, BUPROPION, BUTABARBITAL, BUTALBITAL, BUTORPHANOL, 
CARBINOXAMINE, CARISOPRODOL, CHLORAL HYDRATE, CHLORMAZEPDXIDE, CLONAZEPAM, CLORAZEPATE, COCAINE, CODEINE, 
CYCLOBENZAPRINE, DDCMETHYLPHENIDATE, DEXIROAMPHETAMINE, DEXIROMETHORPHAN, DIAZEPAM, DICHLORALPHENAZONE, 
DLETHYLPROPION, DIFENOXIN, DIHYDROCODEINE, DIPHENHYDRAMINE, DIPHENOXYLATE, DRONABINOL, EPHEDRINE, 
ESTAZOLAM, ESZOPICLONE, FENTANYL, FLUOXETINE, FLUOXYMESTERONE, FLURAZEPAM, FOSPROPOFOL, GABAPENTIN, 
HYDROCODONE, HYDROMORPHONE, 1<E-1-AMINE, LACOSAMIDE, CEVORPHANOL, LISDEXAMFETAMINE, LORAZEPAM, LORCASERIN, 
MEPERIDINE, MEPROBAMATE, METHADONE, METHAMPHETAMINE, METHOHEXITAL, METHYLPHENIDATE, 
METHYLPHENOBARBITAL, METFIYLTESTOSTERONE, MIDAZOLAM, MODAFINIL, MORPHINE, NABILONE, NALBUPHINE, NALOXONE, 
NALTREXONE, NANDROLONE, OPIUM, OXANDROLONE, OXAZEPAM, OXYCODONE, OXYMETHOLONE, OXYMORPHONE, PEMOLINE, 
DENTAZOCINE, PENTOBARBITAL, PERAMPANEL, PHENDIMETRAZINE, PHENOBARBITAL, PHENTERMINE, PHENYLEPHRINE, L•ET,

HENYLPROPANOLAMINE, PREGABAUN, PROPOFOL, PROPDXYPHENE, PSEUDOEPHEDRINE, QUAZEPAM, REMIFENTANIL, 
GABINE, SECOBARBITAL, SIBUTRAMINE, STANOZOLOL, SUFENTANIL, SUVOREXANT, TAPENTADOL, TEMAZEPAM, 

TESTOSTERONE, THIOPENTAL, TRAMADOL, TRIAZOLAM, ZALEPLON, ZOLPIDEM 
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BA51C prior one 

Company: 
Request. 
Current Year 1.40.: 
Year end inventory 

Ca!edifices: 
hydromorphone 
oripavitte 

oripavine/buprenorphine d [Timm, 

oermorPbone 1=10 
oeymorphone (tong) 

losses 

total needed 

IN MAt Mat 
est need 
MQ: 
Total rnibat kr Qs: 

Total MOs: 

FURTHER CA.1.CULAT10US 

Proposed Initial APQ 

2016 Proposed !renal Quote Worksheets 

9130 

(b)(4) 
827.4 
827.4 
377.4 

amt needed Subrance MQ yield 

720.0 
1075.6 Ibuprenorphine Pdl 
691.7 

amt needed Toluenes MQ yield 
128.778 57.956 0.45 

0.45 

12300.0 
10477.0 

0,0 

amt needed 

14415.584 

14415.584 

20638.731 

12300.000 

substance ma yield 

11100.000 0.77 

• 

tsS02.0 
4051.0 

656.6 

eml needed substance MQ 
2903.475 2256.000 

2.000 (ref stets) 

1980.000 

4865.475 

6462.991 

6500.000 

yield 
018 

4Wm 
OA 

615.0 (PQ inventory) 

an needed substance MQ 

/100.000 400.000 

600.000 

335.000 

400.000 

yield 

0,50 

4424.,1 

100.0 
21A 

amt needed 
2261.905 

214.286 

1.470.190 

3098.838 

2450.000

. 

subtanCe MQ 
1900.000 

90.000 
(loll request e 52 

but part tell be 
derived from the 

500.000 (for (b)(4) 
400,000 (km (b)(4) 

77.0139 34.690 

705.867 

457.536 

720.000 

400.000 

329.483 

827.375 

23197.375 f others 

24000 

0.005 a 23197.380 

yield 

064 

Ine) 

0.42 

orlpayine 
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L 
't ..:. 2.0#04Tim,rwriamistiquouxuFicTuilmqa 5266.11CL, r...i. ,   .-.-

ecille±: e pate Submitted 

PeMe Of 12.46iC C1aee_131; LiNt 1 Chemical (01111 1 ner DEA-10S)

gar.P&VINE • 
arse and Addrese Of llegIttrADI ____ . 

(b)(4) 

01-MAY-15

1

DX.1151_Csola  
quota Year  2016 

138A Regietration Numb 

cittacJi_PINragre)(61 
ail $41r0aA. (b)(41M1(61 

MOTH: All Quantities are 

-----------------
Ouota History 

redaction Data 

• fa2s,..00 
Phone No. 

to be Imp aaaaa d in Grams of Anhydrous Acid, Base, or Alkaloldpuat se 'Malta) ._ 
— Quotas Previously Issued by ORA • . . 

1..—  
'2014 2035  2016 Quota Requested . 

1,100,000.0 827,375.0 1 0.0  027.375.0 

2nd Preceding Year let Preceding Year Estimate for 
Current Year 

re:irate for Year 
Requested 

Inventory as of Dec 31 

! a.Eulk Controlled Substance/Lief 1 chemical... 

b.In-proce.a Material 

c; Contained in FINISHED Dosage Forme 

LIWP.7eTiTOWarTPUCflisation 

a.Dcmentic 

b Exports 

•ociviiiiitimc/preauceicm 

e.Domestic Sources 

9,150.0 0.0 
. 368,211.00 0.0 0.0 0.0 

0.0 0.0 0.0 

377.361.0 0.0 0.0 

622,552.0 0.0 827.375,0 27,375.0 

O. 0.0 0.0 0. 0 
622,552. 0.0 827.375.04 827.375.0 

6 11 827, 
: 

827,375.0 
1,008,021. 3

175.0 
827 75.0 827,115.0 

iff the Purpose ie to Manufacture Another Subetanceis). Furnish the Pollowing Information, 

. Home of Haw Subatence • trrua. Amount Head for this Purot ee 1 Yield 
2013 1 2014 

Product Development Doane Form . StrengthTr ienetch of Batches I Batch Purpose Sat. Quantity Piet- Completion TiMe 

• 

Enplane tine of Transfer 

1ecke4in prw,i..2igzr- ,. atrength —1-0.1.ta/Pkg 7 e o f Pk 7  0  . g ----  . __.... _ . 
Purpose 

-----______ __. . ._. . L-.....—.. .... • .-...—

ur exclusive cuitomer,VbV41 
originally placed for 2015 until 2016. 
work not performed this year. 

Therefore, we 

'foi al Quantity' 

17eWW1ieoEii;TT-7,Tcre-rfor Buprenorphine Intermediate 

ould like to have the same amount of quota for next year to perform the; 

41•••••• 
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: -,.APPLtbATION4'4:111DIVXDIT _lifANDVAOORIN13•070tAA.- - ;: .J. .. - ..  

RecLueet 113.422336 sate submitted 31-MAR-15.
Name of Basic_Clasia Qr_Lict 1-gheatcal_19211m_l ner_DEPA,1.0.11____- .. .  - 

PRIPAVINE   ____ -  Aoheddle/Siet trumber . 2 
Name and Addreaa Of Registrant ...,_ -. g Cgd_e 9330-0 
(b)(4) uota  Year 2016 

EA Registration Sumba 

Rmail Ad lb2esa (h)64.1(b)(6) 
outeg_t__EMSUb)(6) 

2014 

NO all Quantities are to be napeeeeed in drams of Amhydrems_acid gags, or alkaloidinat ay Salta]. 
,J ML 

M 
1 

--____ ..._.___AlliznAlfo„. ...___

:

__o:

6 

.,..._ 

Z Pravi9ustY leilued u k... ..___ 
Quota History 2015 f c , 

1_ 
Quote RegUested:j

i---- l',Vi;7i6..:7--- -3:3317gcloS"77 - 0.0 720,000.0 I 

Production Data lad. Preceding year let Preceding Year r tetimate For 
current Year 

estimate [or Year 

1 Secueared 

,inventory as of Dec 31 
a.11ulk Controlled Substance/Lint I Chemical... 

b.In-Process Material 

c. Contained in FINISHED Dosage Forms 

I-ETPOWiii;;WeijittilizatIo717 ---- 
a.Domeatic 

b ExporCO 

?i:aWiitaiii7WOLEFEW.-. ------ --- 

a.Domeatic Source. 

_ .__693 694 0 

a. 
693 694. 

0.01 0.0 
o.e o.o 
OA 0  • C 

0. 0. 
0. 
0.0 

0.0

1,000,36IA 

0.0 • 
720;000.0om` 720.000.0

0.0 

0.0 720,000.0 720.000 

0. 

If the Purpoge is to Manufacture Another 5VbSCance(e/. Furnish the Following Information: 

0.: 

720,000.0 720,000.0 

720.000.0 720 000.0 

Nose of Nov Substance 

EYMORPNONt efOrriggegibellACir ----

ydromorphone 

2013 
Amount Used for  tble Purpr  

._L
e

2016 
S Yield 

2014  

9652-A O 0 

0000-0 0 0 

34,690 45.00 
57,950 45.00 

Davaeioace COSags Form I Strength pelts/batch  0 of Baccha;-_-_LBatch Purpoai --[nee. Quantity Yes. ComplaioiTTL' ael

... ...-
reneger itegiarenq Explanation of Tranifer 

Dace of aoa j_ Replication 

iiekegin-- Product iliiiTi --- - ."       I - iGoikg raj - - - -1 -  'lila r Wit]  • TI  of Tigi. --T--.

Remarks 

2U0ta ie for supply of 500 Kg to (b)(4) (b)(7)(E)  I also use orioavior for faernal: 7,6;1.ersililto 

otwoorpoone and Hydr000rpoono. see aupporeing documentation aubmitted via email for sales breakdown, 

-.—_.. .. 
Purpoae Total Quantity / 

(b)(4) 
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L 

Cr 

pequest 104123314 
kame of Relax _Class or List 1 Chemical ItIalM_1  per  DRX-1991 
PRXPAVINR 

amn and Address. of Rai:astral= 

APPLICATION FOR INDIVIDUAL MANWACT**11.01:10TA 

ate Submitted! 29-APR-15 

(b)(4) 

2 schedule/T.4n Ilumber I 1
Orma Code  j 9330-Q 

g:Z o 
dote:;::: 2016 

ration Numbs (b)(4);(b)(7)(E) 

02.a.oct Pors.
$m01.1 AddFeSs hV414hVA) 

ante Fintory 

(b)(6) 
  ..i49no  NO. ROM All Ouantities ate to be Expreseedfn Oen= of anhydrous Acid, Re's, or R1R4lOictfoot an Salts). 

---E----:, • 2014 Queue srevionsly Issued  by DEA 2015 I Quota Requested 2016 ' 13,900,000.0 10,476,962.0 I 0.0 12,300,000.0 2nd Preceding Year xet Preceding rear Estimate far Estirace Coe Yves. Froduction Data 

Invencory ae of Dec 31 a.Bulk Controlled SubstanCet1,1at 1 ChemiCal,.. 
b.In-Procesa Material 

I C. Contained in FINISHED Dosage Forme 
Fleposition(Sale)/Utillsation 

a.romeetic 
b exports 

14CquisiaOU7iiOdUCCIOn.a.Bomeetic Sources 

• 

0.0 0.0 
(1.1 

Current Year 

0.0 0.0 
D. 0. 0. 0.0 

tE 0.4-i;;FElie.iiZrE717.1fa6tUrn Another ftbatance(s), rurninn the relieving Information: 

Requested 

 39.846.0  39,646.0 0.0 0.0 0.0 O." 39,046.0 39.846.0 
12,333,333.0 12 333.313.0 0.0 0.0 12,333,113. 12 333 311. 
12,300.000, 17,300,000.0 12, 100.000. 12.309.000.0 

Rome of New Subetanee 
p7CiiWiro0iin74.5ra0;;imstora 

I Drug Moment Veed for this Purpose 2013 2014 2014 
9652-A 1,694,/741' 10,039,031 12.133,3)3 

(11,100)CX.1.) 

t Yield 

71.00

i0 

Proimet Divolopment Dosage -Form L strength  I units/sstch TO of Betoben-T-Gtea Furpae-e--7--int. Quantity .Eat. Completion time!
. • . 

• - Mranefer Registrant 

 -------" 

IpeeVeginqi,&luot Axle_ Scrong117-7-enitoinkgi 6 of Pnge 1 Purpose 
I — _ 

pamarkn 

Total Quantity

• 
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. 
APPLIbATIO1746MINSIVIDIAL MANI7PkTURZIE0•QIIPTA2,,.._ 

equest  /D7423340 pate Submitted' 30-APR-i5 
51...01-11aRi.C1'laRfiOX__LiSt 1 rhAmiral (on:Iva—max gE8=119) 

EIPAVINE . ,.._-___ .-----_.____ . ._UhAsluleilkilt.nmblitz_. i .____, _ 
e-

L ---1 
Nam* and Addree0 of Reeistrkni . prucz COd ---- ' 9330-Q
(b)(4) .uota Year 

SEA Registration Number(b)(4);(b)(7)(E) 

6ntaCt_b3.10Q1b)(61
Addiefi0 VIIVAllhVR)  • 

NOTS1 all Quantitiaa are to ba Bap 

Quota History 

roductioa Data 

N9   bX6) 
Vricale No, 

in Otani of anhydrous Acid Baca. ox Alkaloidscs altali_ . _
_Quotao pravfonal.y_lanuad Oy DEA 

1 2016 Requested- Quota Requ d 
5. 5 

27.4 Preceding Year let Preceding tear -I gacieato for  Eor 
Current Year E'tneqe::]Year

2200,4000, 0 ---r- 

2015 

4./65,455.0 0.0 6,502,000.0 . 

nventory as of Dec 31 

a.Bulk Controlled Substance/List 1 Chemical. 
b.ln-Process Material 

c. Contained in FINISHED Dosage corms 

. 
b Exparte 

Aegaiiiiion/ir;dueCfO11 
a.Domestic Sources 

0 
656,601.0

10.392_,0

0.0 

10,392.0 

0.0 
1,128,000 1,129,000.0

0.0 
o. 0.0 

1,128,000.0 1,128,000.0 

0.0 
0.0 

_ 6,175,000.  4,115,000. 

O. 0. 
0.0 4,115,000. 4,175,000.0 

6,502,000.01 6.502,000.J 
0.0 6,502,000.01_ 6.502.000.

1f the Purpose is to manufacture Another suestamee(s) . Furnish the Following Information: 

xyDR6t0iitt0ne 

Name of flow aubatanee 

  Drag  I 

  Amount Used for this purer& 
2013  I  2014 2016 

P150-0 1,965,400.34 1.850,449 2.255.000 

I Yield 

27./0 t 
1 

Product Development Dosage PorTn-r •Strangth F If of aeaciZr-1_ Patch Puzpoes I Rat. Quantity lialiTcomplation 

rr.aneter RagleT;ent

711

ack4ar12 Product Hari1m.

Explanaticin Of Transfer 

Strength ireita/ghg g of Pko77  geipose 

rks • 
.000'grafts to support reference scanciirds business. 4.123.000 grams to be put into process for conversion. ProcesS losses

stlmated at 1,980,000 grams- 

/•• 

I ------. 
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• • . 
APPLICATION FOR INDIVIDUAL MANDFACTOZINO:OUOTA' . • . 

Ravest ID. 1123235 •  
(oniv_l_pgr 00.-3,891

Of.ROgifitrant
b)(4) 

ntact Perecirel 
1 Address, b)(4).(b)(6)

soots aia~ory 

roduction Data 

WITS: all Quantities Sr. to be 

'Date Gubmittetti 28-APR-15 

- - -   fax NQ 

?ltone Nom
Laps rod Sn Oraa+ of anhzaresealkji1150a. or Alkeloidinot as Salts). 

Quotas Previously Issued by DEA 

_ . 
thnAttiVAAt_Hungzez.. 

ug C .."93303-q_
uot Ya ear 2016 
EA Regietration Numb° 

2014 

0.041 

2015 1016 

0.0 0.0 

Quote Requested 

100.000.0 

2e4 Peer* tng Year ley Sreceoing Yea Yetleace for 

Correct Year 

inventory ae of Dec 31 
a.Dulk Controlled Substance/List 1 Chemical... 
b.in-Procese Material 

1 c. Contained in FINISHED Dosage Forma 
1----
pieposition(Sale)/Utilization 

a.Domentic 

4 b Exports 

dqUIiitiOo/ProdtiCiL;W-----

a.Domestic Sources 

Casio-Ice for Year 

Requested 

0.0 832,000.0 832,000.0 

615.0 0. 0.0 0.0 
0.0 0- 0.0 

615.0 831,000.0 832.000.0 

3,183.0 0.0 4ao,owo 400.43ot:he 
0.• 0.0 0 . 0 .0 . 2 

3.183.0 0.0 100,000.0 400.000.0 

00:1-

400,000.0 400,000.0 

400 000.0 100 000.0 

If the Purpose is to Kaunsfacture Another Subetanceis), Furnish the Following Information: 

Name of new Substance 

puprenorphinc base 0000-0 

SUprenorphine Mel 0000-0 

I Drug I 
2013 

0 

0

2031  • 2016 
 • Tie Id amount Used for this Purgoee 

0 

0 200,000 50.40 

200,000 50.40 

irod.U.= Development bomage iorm 7  Strength 
i

Vaita/BatCh I IP of Batched I Batch Purpose Rat. Quantity ,Lat. Cdopletion Saw 

7resTifer 

Pate of Deal-ruction 

...-
packaging Product Name 

leplanation of ftansfer 

.--..---------
. Strength Insitsg4,7 t of Pkg.; i Purpose riOtal Quantity

• 

___J 
is a multiaie6- convernion Of intermediate purchased from a CHO against procui;ineaqTJa/TWA4 using manufacturing quota ca 

produce/ suprenorphine bane and guprenorphine HC1. 
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Request I . 122880 

:...APPLICATION FOR 1tiiii7.1IDIAft:MA*FACTVRYNG 4004 .

mate Submitted 24-APR-15 

Haacot_Basio Class or Lin_l_gb.misal_fonly 1, Der DEA-189) 
ORIPAVINR 
Name and Addreee Of ReStiatrAnt  
(b)(4) 

CaASAct—Eclion hVel 
Email AASINID OW.4.11hWR) 

L 

Ohadule/List  Number, 2 

za_q_pde _ .9.330-43 
uota Year 2016 
EA Registration Number 

a 
hone 

(b)(4);(b)(7)(E) 

No.
Ip)(6) 

Nora, All Quantities era to be Sapreseed in Drams o0 Anhydroue Sno0,, or S4lta • .._ 
 Quotes Previous) 

2014 2015 1016 Quota Requested*Quota miotery 

Troduction Data 

Inventory es of DeC 31 

a.Bulk Controlled Substance/Lice 1 chemical... 
b.In-Frocese material 

e. Contained in FINISHED Dosage Forms 

frispoaition(Salel/Ctilization a.DomeStiC 

laeue 

430,000.0 I 1,000,000.0 0.0 2,450,000.0 ' 

2nd Preceding Year S 1st Preceding Year i Estimate for estimate for Year 
Curreat Yale Requested 

21,400.0 0. 160,400 0 160,400.0 
0.0 
D.0 

21,400.0,

0.0 
0.0 

160,400.0 
00.1

160,400.0 

0.6 0.0 
0,0 0.0 

equiaitlon/Froduction 
a.DOmeetio Sources 

2,450,000.0 
0.0 

2,450,000.0 

0.5 0.0 

221,613.0 0.0 
221,613.0 0.0

2,450,000.0 2,460,000.0 

2,450,000.1 
2,450,000. 

2,450,000 
2,45g 000 

f the Purpooe in to Manufacture Another Substance(s), Furnish the Following Information: 

Name of New Subatance Drug Amount geed for this Puzpoge 
2013 2014  J 2016 

,

rproduot Development Domago Porn 1 Strength 

Viniiecti iteqi 

t Yield 

unite/Patch 1 0 of Batches 1 latch Putting. I Eat. Completion TIP01 

Ezplanatioa of TV6fatiOL. 

Indeel-Daatructio1717 Srplaoation • ' 

packagingiroduct Name streucia----I-Git./,,,,„f. • -0 of Vigo Purpose Total Quantity] 
. _ 

• 

hoe a new Hydromorohene HCI customer.1(0)(4) 'Their demand in 2016 

,250,000 grace of Oripavine will he ug ell in Hy orphone and 200,000 in oxymorphone. 

.5& v l

515

la rlD4g(667.500 grams as base): ---! 
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Balk W.. *I1 .4 

t.ar..2.••••••••• il , 0162CO2 
(01.6•1.14001/00.11.1•W4 

mum.. 1.4 ml warm. ••• TN, son. NW KA •10, ire 1 N,  2•46 Wu 
IN. c• MI Tom 

Ng 2031 .•••••• 2•16 Pwiere•••••• 20/1 Pwrimsmi IN.. 021/ F•gatI G... 
MO 14•4.we 

low...NT 

Mt MA 1.4a0 
ilW1111., .4 04111C. 

Cat 1...4Cs•••••• 
..I C. Lk., C. 1..... 

C•K 116eq ZWI it 
1...41 

(b)(4),(b)(7)(E) Or • me 10 MC 0.mO 0 COD .11.5 tfit6 Or GAM • MO 7000 0 r -Sr o000 lir  -Sr 5000 owe ow or 0000 .70.015/X0 or Or Or or Mr LO) •.= 00 AO. Om 410602 MO Dr QOM= 11134022, 029 (00.000000 
Mgr OM 3 CrA012/10 .01.M OA 0CM= is 1..1010.1 43,00.022 or 116.J12422 Or mow= C000, 2 COO 211114.500 •‘0, 641670 •8422000 00,L6/0.020 

6•11Terr 

20/6 Fwr „tat M 12 

20,114.1.4••••4.1it 

000t11t 064Iir 6r. • .1* i •K, 

IP to. MO NON Or • l• 'We.* 

1046 Iliad •4

••• /rt worn 

• 

210).2021m 1.070.0015 

OX•COOOM {FOR CONVERSION) 
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-.) 
BASIC CLASS: 

Company: 

Oxycodone (conversion) 

2016 Proposed Initial Quota Worksheets 

9143-A 

(b)(4) 

Request: 2000.0 800.0 

Current Year MQ.: 3000.0 0.0 

Year end inventory 485.9 0.0 

Calculations 
oxymorphone (sale) 

amt needed 
1964.912 

substance MO. 
1120.000 

yield 
0.570 

amt needed 
666.667 

substance MQ, 
100.000 

yield 

total needed 1964.912 666.667 

INITIAL MQs 
est need 2720.256 838.333 

MO: 
Total Initial MQs: 3000.000 800.000 

Total MQs: 3800.000 + others 0.005 = 3800.005 

FURTHER CALCULATIONS 

Proposed Initial APQ 5000 

0.150 

oxycodone (conversion) 
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L 

L 

L 

_ _ . 

APPLTCATION FOR INDIVIDUAL NANUFACTUR/N53 QUOTA • 

late Nubtaittecif 30-APR-15 . I Request ID, 123355  _—
Pare of  JiAtelc_claaa_spr_Liat_l__Cheatc.41.1c1'llml—vm.P.RA-1439_1_____. 
OCIOOOPHE (FOR CaY.ERSIONI__ chedilleAtot  Number 2 

rug Code 9143-A 

b)(4) quota Year 2016 

HA Regiarration Number(b)(4)-0X7XE) 

tAc.t.laraNal yex. No 
tA,Ad rooe.b)(4)p)(6) Phone No. • 

J(b)(6) 

2014 2015Luota History

NOTE' Al/ quantities are CO be genres/id in Grams  of Anhydrous Acid bate, or Alkalold(not ea Natal. 
 _ notaa Dreviole  

2016 
lV 1,3912.111y DEA 

4,157,639,0 3,000,000.0 0.0 

Quota Requested 

2,000,000.0 

production Data Ind Preceding Year I.  Preceding Year 0.0 sate ror 
Current Year 

Eficimace for Vcar 
Requested 

ZnventOry as of Dee 31 

a.Bulk Controlled Substance/Lint I Chemical 

I b_le-oroceaa Material 

c. Contained in FINISHED Dosage Forme 

bispOWTErciO(sley/utilleation 

a.Domestic 

b exporta 

WCquinition/Production 

a.Dromentic Sources 

116, 513.0 

0. 
465,684 

701,088.0 
0.0 
0.C\ 

701,008.0 

7o1,088.0 
0.0 
0.0 

701 088.0 

0. 0. 
0.0  1,964,912.0
0.0 O ct,
0.0 1,964,912. 

1,964,912.0
0.i 

1,964,912.0 

F--

0.0 0.0 
0.0 

• 

2,000,000.Cr  2,000,000.0 
0.0 2,000,000.0 2 000,000.0 

tithe Purpose is co Manufacture Another Substance(s), Furnleh the Pollowing Information: 

Moog 00 Now thibmCanco 

r
xrmorprone (FOR 9ALE1 

„,„ Amount Used for Chia— ose k Yield 
2013 1 2014  1 2016' 

9651-11 5,937.600 474.776 1.964,912 57.00

Product Development Maass Pert( OteuI th UnItm/Batcl_j 0 of Botched iatcb PUrfwee Est:luantityla.Lc..iilac. Tints 

I 

iiiieieii41,siiii717---

( 

Date of ofotroctioni

5.ackagleg Product Nana 

• 

romarko 

8rDlaustion of 'Transfer 

—T-- Strallgth unies/Png 

Swpianotioo 

of Pegs I Purpose Total gusntiti." .
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L 

Cr 

L 

1114;;;IETB71;2687 
0 01_11Aptaslazu saLlot_i CheAliOal (cnIM_I_Oer REAmii/L__—
YCODONE (FOR CONVERSION)  

aims and Address of ReefieIAnt-
W(4) 

APPL/CATION POE '4NDIVID134MAISTUFA0:74INC3. QUOTA 
bate Suhoitted,  14-APR-1S 

Quota sistory 

rOiluction Data 

• — 

AChedele/List Number
PrACLC.O.Sle 
2uota Year 
DEA Registration Number 

b1(61 
h1(41(b)(61 

2 

2016 
(b)(4);(b)(7)(E) 

bx, No bx6)   =k4.D. No.  
NOTEt ALL Quantities are to be Uprose:ad in Oressa of Anhydrous Acid, Agee, or  Alkaloid(not ee 

Quotas  PreviElply_Iseu=  ODA 
• 2014 2015 Quota RegmeeteL.

0.0 1 0.0 0.0 800,000.0 

2nd Preceding Year let Preceding year 

Inventory as of Dec 31 
a.sulk Controlled substance/net 1 Chemical., 

I b.in.Process material 
e. Contained in FINISHED Dosage Farina.  

O. 
0. 
0.0 

bisocmition(Sale)/Dtilization 
! abcmestic 

b Esparta 

0.0 
0.0 

0.0 
0.0 

0.0 0.0 

51CCIpieitiOn/Pr6auCtiOn 
0.DOMeetie Sources 0,0 0.  o. • 0 .0 

61-Zile Purpose ie to Manufacture Another Subseance(e>, Foreign the Following Information: 

estivate for 
cvrrene Year 

Betimare for Year 
Revco:Iced 

120,000.0 
0.0 
0.0 

12C06T5 
0.0 
0.0 

120,000.0 120 000.0 

680.000.1
0. 

680,000.0 

660,000,0
0.0 

680,000,0 

I 
900,000.0 600,000,0 
600,000. 800 000.0 

Name of New Substance 

DAYMORPROWIFOR SALEi 
. _ 

Drug 

9652-B 
2013 

Amount Peed for this Purple
a7TT .2014 

a 0 

i--

Product Development Dosage Toms] !trengt17Dnite/Batch of Batches I Batch Putp0ae 

liranafer 1,3gieirani &stagnation of Transfer 

Packaging PrO-clue't magi.- - Strength 1[ 1fr1te/Prg- 17# of P1,04 
..... . . . . . . _ - . -  

Via;irka 
jie will 

l(b)(4) 
he DEA 

be producing an  OXyWOPilcneaiiiva;t1WfOr[b)(4)

rn late 2014, and it will move to 
ae time progresses, 

(b)(4) 

% Yield 
2026 

100,000 16.00 

(1( 5 %44 

met. Quantity E5t,Zempletion Time 

Purpose 
_J Tats' Quantity 

This same maceria1' ;;;S produced at a etrallex scale byl(b)(4) Ii 
next year. more information will be made available tot 
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Ofttic Clem: 1004 
4..01.1 351.1•••••6 atom rn 

Sofa an ADO 710210004 
FOA far 
1111. . 

Camom, 'SEA ma. 2114 A/ 44.24•3 101 
um. a14.. 1.45 2043 .44401•0 V11 as NAmrtat 

11..440,3 
CA4 LI41N C44,44., Gat WA. crll ANL 

7414 4..44.4 03 

"0 OM 

0 040 

NM WAN 

OMO 

0635 

MN OE& 14 1+. 

PI 1204,4s2 

min...LA, 

6,01914 AA. 

um 

0000 

AO 

On 
00]0 

ION RAF., 

1..000 
0 OM 

MO MAP. 1 mrm 

0000 

"0 OM 

24 m ero, Am.. 

5010 

20000 

101. t .),-..d G.,,,.., 

0.100 

0000 

Invenmr, 

1010 

00.104 

Am kaa oat 

6221 
0 MO 

Nom 

,...:, 
24440 

604 V3,1 Om .4.4 

1 MO 
-3000 

t,p
4156 

137111 
(b)(4) (b)(7)(E) 1064 

00000 

1435 

•43010 

41 OM MOM 4417 11.112440 Nt 0 031 11Mis = 020 0 or 10 30 a000 141 C10 2q(01 AC 010 M. MY 151175 411111 
..2771.3001 A 4421214 MO 30 F7/1403 21.1214404, r 01004 )...., CA ite50001:0 0000 1,222,G3003 MO 4 461 -371,571 MO 0.5070100 341.041.0 11,1, 0.430 1.70 47164 4 

i •4103403 100033n 0.n 11013 440 411 =OD 0 60 a 4M. 0400 1 K.400160 4.00 0.000 Actmo to MAIN. ft000 AMC. COO 'NAM= 
4.60000 OM 1.340103000 0000 21,120,4401. 1104. 0.000 On On 4130140001 MOW 0000 A000,. MO 1 042162 COO 0000 .1444141401 1C144lorta 
7,03,974 MO 0,400.1111 000 1,32101061 ni PI ka... 0011 1010671.122 3$41123 AO 0 010 /146.100000 0000 2.0:4,211 MO .2 14105401 3 NO (01.= 4244 SN IN .4, 0141 .4. 41031.201103 

11,00400001 IS =ACM= 2214= 000 11 tr2....aor an 10 , mrcl xi , 4,45,041=0 131 MA' 000 131111,221 GM t,..,,," 134,13,  OM 1 a 2......ozia 1/.03.o4 /So 15:`14.1075 te 334,114.111 •1.134,07.344 
/.1201.C60 031 111420 COI cce 17,112,10 613 Is sr, 14 417 I,,,,, 41,144.70 IN 11,171,410000 0000 Al 60000V 0000 F.101:41490 41,001,16/ cm 0.10420.200 4.170.3M311 10.x1.0 TS 0 0 i .,,,,,,,,., 

171 
IMO= 3.010400 CAM 73.17271417 0000 0 031  0203 IOM 1.000000 On 000 +AM 00G 10701110 0=1 I301.001 4103 MO 

ao,00kommo 1 csosto cto 1111061/.074 NINA. 411 0341 £1241 131 GM 4,22= mo 000 MINI =I 910 0710 1,1 Mr= MO 41 MA= MO 111]0711001 111141.1000 1214114.440 30.062410614 
0101,610 MO 2310 =MO 117204010 F1116.44 • IT • 040   412144 NA 461141210 *71, a 114 k0411:00 0 C. l 113,Z210(4 . , ..13511.5 OM it MI ni, SW 15314.4200 -241.111.134 3.24711,  373 

00 (4713: 1103501,710 040 10123/202 

11‘,41 umal AKA 111400 401401 
114161.7 4.671476 0401 
204 . (ATI InAtA A.3 • I.W. fat 'MONACO= 
711 4.13111 31.470" I 41012.71. I tt.120,12114.5 

OXYCOC101,151 )FOR 0421) 
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ral • mrciar O.PCI 

rze FDA E. 

~CErt 

DEA I.. ....el. r..... 0% 0011 I.. NIA 1MA MO 10111 l 04 2040.1.1
0, .• 0 00, 0 'or 

.01 210000.0 2010 ....4.1,.... 2141... 010 ... 11........ E... 
'CI. 14,Noko0 

tam., 
7.1{ CEA P... 

..... .440 ... 
C4 ..0 C...., 

v.. C-0.0 ..01 C.... 
a- CLAscr. 

... 

(b)(4) (b)(7)(E) 14.4 05000141 
ITte 0% GOD 

9411.22000 

1,2.020 CM 

l...... 

I 0.2.33.0 

10.21.141G130 

tq.45.07.00.0 

OK. 

O.. 

4...302101 

14 , ./T,  001 

5,011.2 04. 

,E5l40 " 

Oom 

00E0 
, 4 . 0 M.:755 eco 

2,4400% am 

00m 

0000 

1,1.74 .. 

1 fo.D00 C. 

1 3,1" I.= 

.710.1 CC 

9 .0.4-1.3 

2020209.20* 

4 W. ,  201 

2131301 /1 0 

I 011. 1 It% 

417.114004 

1 b.," . 

2012.0000 
1200.0 1..0 070 990 10241.1.00 00:4 0041 0000 tr,em 2020 041 ..c. 0000 •,00000 MOW 00m ,..0001 0 .2. 000 

• 2000}%%00 0000 O.. 10240. 1.. &WO 0000 0000 0.000 2102041 MO 0003 004+ 9)44090ro0 00o 0041 -2241o00 OA 2100041000 

11.110202 1121,010 

2014/1.1•44.. 2,341.000. 

112i L.00 0000 

CO. £4: MM.. MO • 10 Mk Eat 73.71410%0:0 

101 Get 011....0 • .1.3 E4 MN.= WA 

O0YUG1 P4IONE ( FOR CO NVERSIa4 
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2016 Proposed Initial Quota Worksheets 

BASIC CLASS: Oxymorphone (conversion] 9657-A 

Company: 
Request: 
Current Year MQ: 
2013 Year end inventory 

Calculations. • 
noroxymorphone (cony) 

naloxone 

total needed 

INITIAL MQs 
est need 
MQ: 
Total Initial MQs: 

Total MOs: 

FURTHER CALCULATIONS 

Established Initial APQ 

iku/L4) I 
11100.0 3756.0 2.0 2760.0 
9659.8 2266.0 1.0 0.0 
3012.1 434.5 0.0 0.0 

amt needed substance MQ yield amt needed substance MQ yield amt needed substance MO. yield amt neede substa 
12238.806 8200.000 0.670 3500.000 (for 

1000.000 (for 
I I-) Inal-d rugs) 
b)(4) al-drugs) 

2.000 ref stds 

400.000 (forl(b)(4) nal-drugs) 
3000.000 1200. 

12238.806 4900.000 2.000 3000.000 

14701.371 6257.021 2.750 3750.000 

11100.000 3756.000 2.000 2750,000 

17618.000 + others 

23200 

17618.000 

nce 'yield 

000 0.400 

oxymorphone (conversion) 
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- • 
AFFLICATION • FOR nzoivirmil, womocman QUOTA'' . .,-:-. - • , - 

Request pU13315 ._ . _ ___. _. _ __ .  'bats Suipyij.tte42___29-AFR-15. 
.-------  , 

Facm  izt__13aids,. tieTieiTki,it-3, 041716;17Thr=p74:11.21_7_

OXYVIORPROIB.JEORSIMMISI.On_ e.dtAlealigt }lumber __i__ 2.__
 - 1 

I 
Name And Address vf 204ifitY_OM1L_  _I__ . __16.5..2-A _
(b)(4) 0171"Crta-CreilT-- . 2016 

ORA Registration Number 

  Na-
________ 

Nom All guentitioe aro to be Depreeeed 121Am:is of Ambydreue Acid, Ea (not ae  Salts'. i t: -: 2:1kalold 

Qraiia.....EDX1L2Nb)(6)

AgrAgs.-4b)(4):(b)(6) IPhoAp 119—

Smdse Previously Teemed Dy2241A 
12uota HietOry T  2014 2015 —T 

11,100,000.0 9,659,822.0 ' 0.0 

2016 Ducts Requested , 

11,100,000.0

Production Data 2nd Preceding Year lat Preceding Year Estimate for Becirate for Year
current Year Requested   _-.--

Inventory ae of Dec 31 

a-Sulk Controlled Substance/List 1 Chemical.. . 

b.In-Procces Material 
c. Contained in FINISH60 Dosage Forma 

Disposition4Sa1el/Vt1thation 
a.Domeatic 
b Exporte 

3,012,092, 
0. 

3,012,092. 

335.745.0 335 745 01
804,000.0 004,000.0 

.0
1,194,145.

0. 

0.0 

PGRUIDitiOn/PrOdUction 

I a.E0meetie Sources  
128.0 
130.0 

11.100, 255; 00E -711_1(19,2ss._ 
a. O. 

11,100,255.0 

11.100.000.0 11,100,000.0 

hi the Purpose is to Manufacture Another Substance(8), Futnish the Following Information: 

—

I Drug i._ .._ _ _ Amount uaed Let thie PLIERSII    _ .. _.. Pease of New Substance 
2013 1 2014 I 2014 9661—HA .._..—....-- .— —. —_.--- —____ 

ORDX1040--RPH0213 (FOR oarlocks 13171 . — --- 4.333,435 8.481,718 11,100,255 

11.1001000, 11,100,000. 

► Yield 
L__ 

67.00 

1-Product Development soilage Form strength 1--onite/Batch g Of Matches THatch FUrPeiri met. Quantity nt. Completion ?Des 

I ranocerR•gtescanc L. --"- Explanation et Transfer' 

liante or postruat4oar _Ewatiatieo 

1 

•• Btrangth D-O-rt.aaikTi- Purpose • 

— 
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L 

L 

ate Hintory 71174-  -- 1-

1 1 2,751,000.0 2,266,000.0 0.0 

Oroduction Data 1 Ind Preceding Year Set exceeding Year I Estimate for ' 

1 currtrec Year 

. — . 
APPLICATIOX FOR .INp/VIDUAL,NANuFACTEIRIta3 QUOTA. - -' •  

eguest 10.423212 bete Submitted_i_ 28-APR-15 I 

=6_01  Basic_ Claes or List_._.1..C110iDioal jouly 1 ver_ILVA-1112}___ 

ORPHONE (E R  CONVERSIONj__ jaCheslulenoish lilia)liF  ... t—
ame and Address of Rertio_krent  Lig_C__o_d_e_ _9657 -A. __I 

b)(4) iota Year 2016 

DEA Registration Number (b)(4);(b)(7)(E) 

. . .. 
c .4:1 hltAl L iii.Lzo 

__ _ — (b)(6) 
aiX_MdrAllg_ (b)(411b)(6) I 2.boxigt Al.__ 

mazy A21 quautiel.s era to be reprices& in- Orono of anhydrous Acid, Sere, or  Alkaloidtnot ea  saltsl, 

20i5 2016 Quota Requested 
_caeptae PreviouslyIasued layEis 

nventory as of Dec 31 F-- --- 
1 

434,473.0 
o.Bulk Controlled Substance/Lint 1 Chemical... - -------. .--- --ti. 
b.2o-Procese Materiel  -, ..--. — 

O. 
c. Contained in FINISHED Dosage Forma  434,473 

tipCltiOiTiii ,T)7Eiii7zat.M..za -  ---.-- — -- — 
.:. 

1.66],443.0 

0.0 

1,663,443.0 

a.Domentic 

b Exports 

pequisition/PrOduCtion * ---" 

• a.DOmeStiC Soirees 

0.0 

.* 1: 9'.a 90 43. 

1,940,000. 

3,756,000.0 

Estimate tor Year 
Requested 

1 940 000 0 

1,940.000.

0.0 
0.0 

0.0 

3 420 040 3 420 000 0 
O. 0 

3,420,000.0 3,420,000,0 

1,867,641.1
1.867.641.0  

0.0 3,756,000.1  3.756,000, 
0.01  3,756,000,4 3,756,0001 

f the Purpose is to Manufacture Another Substance fa), Ferniest the Following Information: 

Name of Nee Substance Drug E  ___ ;jaLtri.4 for tram Famine / Yield 
1 ' 2023  2014 2016 

• _ • _ 
Prod:set tevelepnant Doane Term] Strength 

0 

Of Eattbaa Eattb turpome rThat; Quantity 'Eat. Completion TiEei 

• 

ranaler Registrant ------- ---" --------167151iirOn- 474—iiZei;T --
1

1 

pata of Daatructimi, Explanation 

L 
rackeging Product Mane - Strength Unitai2kg  0 of Skop Purpose I Total Quantity i 

roduction losses estimated at 11.000 gxama 1,000 ---
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L. 

L 

r '  : • • . APPLICATION TOR .!xlmvxptrAi.. lahNuiACTp:saria  .cr;rotiv?.— -•,.,:"  • • ::•.•*...:' ' " :— :,.. - •,1:;. ' . ... _ 
htffftleat IpA123600 ,.. . . ito Submitted 13-MAY-15 

fregeollasto  Claes or LisTii 1  Salgallig.al _ismth.,.3.A70 123,Azi13.91 
— I.

oxiiKORPACIR (FOR  S,013VERSIO/D schedule/kilt Nukabet : 2. 
'trams and „Addraiiiit_e_g_.R0_41.0_tran . ...__ ____.— ._ .— .—  nm__Ca_clo_. 

to Year 2016 

BA Registration Number](b)(4);(b)(7)(E) 

—__I 9652-A 

b)(4)

_p cataract et  (b)(6) 1143Ai • . (b)(6) rsaLe. T. l_mor. (0)(4)ADAto  
mom all qUiDtit181 ere to be Exproseed in GCS= of Anhydrous Acid,'Ilese. or Altaloidfoot as  Salta L! 

2014 
Quotas Provieu 1 Tossed by CSA 
2015 2016 Quota Requested 

0.001 T 0.0 0.0 2,160,000.0 
ota History 

turoduction Data 2nd Preceding Year tat Preceding Year Estimate for 
entrant Year 

E.CIPMe for year 
IWO:mated 

Inventory as of Dec 21 

a.Rulk Controlled Substance/Lint 1 Chemical... 

b.ln-Process Materiel 

c. contained in FINISHED Dosage Forms 

inposition(Sale)/Utilization 

a.Domesti0 

b Rxportis 

th,Yquiiiti;n/PrOdictlOn"-- --. ' ---- ' 
a.pooeatic Sources 

0.0 

0.0 
0.0 

. 

•-.- 

---..-. 

c.o 
0.0 
0.0 

0.Q 0,0 

0. 

0.0 
0.0 

2,760,000.0 2,760.000,0 
0.0 0.0 0.0 

0,6 2,764,000.0 2,760.000,1 

00 

2,21L000.11i 2,760,000.0

2,76e,000. 2,760,000,0 

f the Purpose is to Manufacture Another Subscance(s), Furnish the Following _nformation: ' I 

Homo 1Now Substance orug 
2013  

Amount dead tor this Purpose il Yield i 

---- --- L______. 24P -4 _1:7 _396____._d_ _. .J....
olcocce HCl 0000.0 a 0 2,200,000 40.00 : 

[-r--produce Developm-ini 0Oeiiivcrsil---iir;iiite7- 1-Tui- ite/iii7ie—E- f of batchaelr Batch Purposi-- T Set. Quantity !Sat. Completion Ti154J 
J_ 

Explanation of 7renii4i; isnafor Ragietrentl 

emarke 

— rulaana— t-lo—n

• 

--4 

pymorpbone is the starting material for the manufacture of Noroxynorphone and Subsequently Naloxone iiC1 Dihydrete for sale.

rrestly (b)(4) purchases Orvmorohone from a third party. This quota will be used to validatekbY4) process for the

manufacture c ymorphone. (W(4) is required by FDA to validate a sufficient # of batches to ensure repeatability prior to 

commercial distribution. The resulting oxymorphone will be used in place of purchased oxymorphone as soon as it is approved 
for use. It ie anticipated the oxymorphone will be approved for use in the year 2017.'NalemoneHydrOchloride Dihydrate made

ran (b)(4) Oxymorphone will be available for sale in late 2017 or early 201e. i 

Page 1021 Vol. 1



Mk ML' 0•124 
T.g.0 1•••Frr11o10 1,1.1 4. 4 2 

2011 FR IA AFGIVM, 41.131 

ID. E. 

ertS F,F 

pkwy DEA F., 0040...1 .10 
34 . pi Ws. T.. 

.1S Mx* 001 1 tArrt• 
71,11, tot.4 15 207.......,....,0FA.ti... 0.e ‘....... c.....,—. e.i. u... cfs fox 

L., . All 14......t04 111,...... x01400102 0•••• • 0,  7010 Sr. Mt la) 6 140)•R•81 Low. IOU erzta-V.IE.,,on 115021ary 

'''''''' CA' "'".. C''' r'="  '''. 

...."' 
(b)(4).(b)(7)(E) S01 

1.
1 

fin 

...Fry 

am/ 

5 cco 

Deco 

Imam 
5.007 

.20 WO 

Sot 

0 CrD 

0F. 

001 

1,4..1.1114 
42.405 (a 

001 
nno2 

0.13 

5 I. 

5 CM Fi hal

local 500 

PM 

70(.33 
3 r4. 
0 001 

70:11 a Ics 

MIMI 
3.00 

34100310 

10* 

,02601 01 

0 Ad 

111 000 

1,4.,[11. Oat 

1,4LESSab. 

0 LIM 

a cal 

14141, 

1.11501 

151 TM 

n.Yeaa ,

0 0,5 

ouzo 

20 DLO 0Foa 

4440001 °ono 

Iry T30 

ow. 

„s„.1.000......

tr.L.F2'''' Ill 

.213,3F. 

5.10am 
515,0.000 0,1,142003 4ix,1)1 WO f,aatsaMpF 0105 7112JKI, A30 205.4.530 0.01 SHY. OW 00. 11501601 

ty431,..,.7%,2'4 4.ccon1 .0.77 7,,,cry, .41.3.a ..511 

QV". 3. 
1 010000000 

6 FtelXia 

ipcs. MO 

1 213., 

acsiXon. 

I4.711 CS 

1,400A25.4 

1,40.0A J. 

0.4 

OW. 

1.3.00.01. Al 

1.....) 1 a r; 

514].0 01 

1141]!45 0 

40Z 

WO 
,,,,F.1•0., 0000 

4000000 6010 

411 5.1)41:00 

0010 

In5 wow 

2..1-15.14 

5.m.caBaso 

ro r,..3 cs4 
17. ..111. 21.2n1 11.17510/77; 44

1.1.040 ,,, lemcl 1 66 

753 /2111/ 11200 154,25101 11510 OM 1.441011;01 6104 1.341041.052 JogIntrao Leta) 4,00=3 L. 101 6..006 GM 4.7/27 .: 92.07,,, 1/0.., .: 11„.gett 1041,5. 0: 17.:: 
talICIA 1:07 

4795,741 

779.71 1 WC 

SAM j11 SPY, 

1701 tm 1,45=51 1101$ `ACI I= 4,7000.0... 0301 327,41 tar ... Kaxonoo 

0,,,, ...70:0,.

.130.11t We 

FOTecF0F: 

20.FF,F.44J10 &ACC 0)130 T40M 
Ma 0 nab 

FDA F., cFcrii - (KC 
aq mow •PC, 1. VS Ern: („2110.0.CIF, 

J 

0, -,FF03p15ONE (FOR SAGES 

Page 1022 Vol. 1



/-) 
Ir eke*: IMO 

reml PCIR••••tst 0 001 

caocanf

(b)4) (b)(7)(E) 

Milk... &Idol AP& 

04 Paria.11PCt 

'Caret 99111•Wa1 APP. t • MA as w 

lief At tzgobidastro••• pater 

• 

Zait Inkla 0.0111.3.•th•rts 

I& 20101%..... 1.0015n4••1••D 20Nads 701. 17-4 NO Weft* 

IN Eat 
Poi Eat 

famed MI re. IV i venom.. 7V,; rege.:1 
%OM. 5•fts VP 2,114.••=010 COPP 35717 holocuel llolk• E.•••••• 

2 edi 2DX1 ow* 00X, poxo PiCP 4001 0.70 0.70E 002, 

Afi rnalieMS 
Ir•sraery 

1M0 

rii$01.AINCWP4 CW•Var•pC•••••• tam tra4np(s• COcubl, EPA 601 
•••••lxv .$. 1, Ca* 1•1•ng Wow. 

•7W t zoo •Xg. •5:13 ••••70 

RACEMETVORPNAN 

Page 1023 Vol. 1



Ottic C4.0 711110 

T•tti r611Qtrat142 

Com." ,

3.7S00o 

It hapimas•6110 

1011 rumi AJ>Q VA:A...a 

ttatt get 70. Taal 
70011trettmel MCI W. tatta 2014 Or, to,' to.. Sal 29.S. PO 7014 **wry 

MI Pratotttil 
701$ 7ro}a0m1 SO. 

2017 1.14.0.1 
fute. 

2011 twilmnite 

Intettorl 
00KINA P.M,. 

Initietth 404 Atte ere 
tak 114..5 C41..., 

er.orr. 
ea, 6o, 0.. 0.4 

Iwo. 
11.1, OM 11017 

.t_ E..na 

b)(4).(b)(7)(E) 7060 

17217010 

1® 0 WO 60080 

t 1010, C90 11209 1201!. 

0017 

0.9W 

060 

7 MO 9.7 

0 002 

2 009 000 

DOJO 

0161 

160 

117960 

01771 

6000 

106 

2.1101,000 

496 

201000 

1 761 

1000M 

006 

3.02490 
4000 

•,419 9,1 
.7730 

trail, 

100000 OzcO 0000 420720 92020 00% 4139, 5 0000 op. 0000 0100 411 203 70160 006 20.1 9.! 2014.:1 

560 060 0.7101 4$1109 0.0% 0004 0010 0000 5900 0000 1.0% 0010 1.171 91716 4007 0]70 

MO 100369 7.001000 1,670900 

2011►Mr 0.07114/t6 7930 000 

SOI111.111IMiad 

f 00114E no ft ..) 0...0• 7.P0\ Es1 

2.7,0 600E .101 

0760 
19606 

vma TD 

20 It 10067- 7 F.). , 7.'S 

rep, 21.1k 

!MO= 

7,I"10 

REMIFENTANk 

Page 1024 Vol. 1



OM Cher 110147 2010 Mal APO WormOtt• 
tam/04pm* 

Comma Mom. 

MLR 

loom. NO 7•441 

t0A040 
0C ter 

2014 
201101011.m1 2.1OPMem MO 14413014.0 

••• •4., 
10100(A 110140•1 000 

11•4••••, C414 
y.0, 4.4•40.en• Cs.e AM 004 0+01.31 CFO SOS 

Ma 14.1••••11•0 101104•104.2100 1011$0010 101100A M0 ..... I. w 20•4 14a. 00 Ihras 2006174.00111•1•1 144011 0.0•11 ••••14 

(b)(4),(b)(7)(E) 
ammaT 

000310010 
0000 

Carina 
C.
0107 

OM em 
30611 

,14% am 
0100:0 140.91$ 
-MOM 0.

1.100 1t 
214122 

cacao, 
0000 

11 .700 
MO 

tow rco 
1= IV 

4001 
OM 

1131$ 
0000 

0 000 
IOW, 

1.030 Cfl, 
101111 

1.4401171 
10000 

1.03/.770 
-10000 

-?11.610 
10000 

ltof 2.000 01:03 1032700 00.0 OM 0010 a= oNst • 2000 • 227 16/4 1.003 1.620 1.100 -100 
AZ= 100b1 JO 1M , M /00 0204 14.190O 14)000 MOM NOM OM 151 OD 43= M SDI 104100 0100. AIM 

2.6:0010 2340.1t0 1.40111 0 .010 PC•1 {Int swim 2)01000 1.4110070 4.442.= MO MX= TM= 3M MO 2,130001 1.216 OM 510.12 

1/C111Aue 

101f/1.10(011N 

1p11 11.1.3141•2 
000 tat MIS 01 104 Oil • 1 • POO t•O 
00 0.42013 MAI Afg• • .3 

on.= ..mscos 

• 

SU FENIAN% 

Page 1025 Vol. 1



AA.: 01114 
flea PC 9norte• 

Onand 

2000 On. APO VONOShott• 

' //tn./MO row 

fat 1.0 
Ime. 

Onfencled Ob0104nos Sows 1000 on;pc,,o, Sap*, 
MN CAGOVON:rmf 

orroonft 
C. Wee tempo, Wenn CIO low 30I1 Ron. 

,,...,, MS Ant,. lo2 SON On, 201410p. 1104 aafte %,fionasai. too OM *net, 641A.01 CO. Iso.1 Ca 1.141,1.• Ikr•wit *yews 

(b)(4);(b)(7)(E) 
Mt In 

(0 DM 

Eva,' 

on 1_a DM 11 OF (0000 OACC 447.114.0.0 0000 6.103 on 11261 ton ti ON It In oaf 
405.-4111:0 OS X00.17:0 0020 1./.00, 0 en on on on 416530n el MO 0200 .1)(1,V0 WO 1711,13, 500 0n -110.32270 MTh RC 

1.131.03,17:0 1.111 OM 00$ 14/3.3 000 40/1 On On en lone= on COX LI ANAXOLC6 am yg, OICO - I ninIXO I AOXIA:1 
linen nOO) AN On Wool MO 0O On OCCO on 114:00:0 On ay310:0 nen:CO N00OS03 .1.1x030 -on ON It nall 

1.1:01603 on en 14.7.50 MO CCM an 0010 0_a MORO 0000 .SOD ON -SWUM On on) COO bra %OOP] 
I ZOICCO inn 00:0 10501:133 On on on 0 MO 1.0:0A00 MO On On MAN en On "On 

./Ann In ANSON MO 775000 147/G1 COO OftO lin 710 26.2601N/ On iiintioin ex 000 INS OM= 4.020A100, 1.121450123 40.5C015 9•1 O.50Gft.201 10.103p):1 me 

WI Ton, 

mit lOn and 2,.m 100072m 401 
20, now 
fl Ot MI WWI 2.10 • 1 • n. Int OCCAOCA 
MS Oft Mil o20n11 

201, Proton WO. AM ]tontOOLAI 
onr. tL0001,03.101 

10.1114,10L01 45110.211 Ai) 

(b)(4) +lawn* nob suroa, a ow ttA AP; 

(b)(4) tog:he O, N ,O AOn (An 2015) and begin in Ng e.rix eniaeng cominCiln 

TA.PENIADOe. 

Page 1026 Vol. 1



;b)(4) 

April, 2015 

The following tables outline the calculations performed in order to estimate the 2016 quota 
(b)(4) (b)(7)(E) requirements for 

Note: The quota amounts listed in the tables represent the amount required for production to meet 
commercial demand. The actual requested amount will be 1-2 kgs higher. (b)(4) 'annually 
requests small quantities of manufacturing quota for their plant support efforts. When production 
encounters challenges, the R&D group may have to repeat the manufacturing process on lab scale. 
Quota consumption is required since this is not development work but running the validated process 
on a smaller scale. 

Table I: 2015 Tapentadol Manufacturing Quota (kgB) 
Assumes Additional Quota will be granted in 2015 

2015 Tapentadol Inventory Calculations WT Initial 2015 
Grant 

Additional 
2015 Grant 

2014 Ending Inventory 0.0 0.0 
Non saleable material 0.0 

1
0.0 

2014 Available End. Inv. 0 0 

2015 API Quota 1,293 4,675 
2015 Dispositions: 

Sales . 3,731 3,731 
Processing Losses RAKFItA .tgVX4ilaRaZ 7,5 

2015 Ending Inventory -2,438 . 944 
Converted to % Yearend -130.7% 50.6% 

Table II: 2015 Tapentadol Yearend Calculation 

,b)(4) Dispositions kg base 
2014 Estimated Dispositions to (b)(4) 0 
2015 Estimated Dispositions to forl(b)(4) 

1,941 b)(4) 

2015 Estimated Dispositions to (b)(4) for (b)(4) 1,790 
Average 1,866 
1/2  Average 933 

Page I of 5 
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2016 Manufacturing Quota Submission Supporting Tables —
Tapentadol (9780) 
April 2015 

(b)(4):(b)(7)(E) 

Table LEI: 2016 Tapentadol Manufacturing Quota (kgB) 

2016 Tapentadol Inventory Calculations WT _ 
2015 Ending Inventory 944 
Non saleable material 0.0 

2015 Available End. Inv. 944 

2016 API Quota 17,905 
2016 Dispositions: 

Sales 
. . 

14,333 
Processing Losses Wit'W.24Ei ll 

2016 Ending Inventory 4,516 
Converted to % Yearend 50.0% 

Table IV: 2016 Tapentadol Yearend Calculation 

(b)(4) 0 oi sritinns kg base
2015 Estimated Dispositions to 5)(4 ) 3,731 
2016 Estimated Dispositions to for 

2,793 (b)(4) 

2016 Estimated Dispositions to b)(4) for 5 )(4 ) 11,540 
Average 9,032 
V3 Average 4,516 

Page 2 of 5 
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/-) 
2016 Manufacturing Quota Submission Supporting Tables — 
Tapentadol (9780) 
April 2015 

(b)(4) (b)(7)(E) 

Table V: 2015 Projected Tapentadol Process Loss Information for (b)(4) mend (kgB) 

r. 
PROCESS LOSSES BASED ON 2014 YIELDS FOR 

CURRENT GRANT 
ESTIMATE 

ADDITIONAL 
WITH 
QUOTA 

Output 
of Step 

Loss by 
step Description 

-- 

Input to Step MW 

Net 
output of 

step 
Loss by 

step 
Input to 

 Step 
Process 
Yield 

Tapentadol for Sale (b )(4)
T2955 to T3028 (Tapentadot Methyl Ether Hydrobromi: de) 1,269 81.00% 1.258 1,293 3,318 3.382 
Tapentadol Procurement from b)(4) 

T3028 to Tapentadol Base 3,731 91.20% 3,403  (328) 
Tapentadol Base to Tapentadol HC1 3,403 93.10% 3,168 (235) 

Total (563) 

Tapentadol Procurement from Gen 
-•-

T3028 to Tapentadol Base T3028 3,569 87.30% 3,116 (453) 0 0 0 
Tapentadol Base to Tapentadol EIC1 3,116 92.30% 2,876 - (240) 0 0 0 

Total (693) 

Table VI: 2016 Projected Tapentadol Process Loss Information for (b)(4) Demand (kgB) 

2016 Process Loss Calculations for b)(4) API 

Description Iniant to Step 
Process 
Yield MW 

Net output 
of step 

Loss by 
step 

Tapentadol for Sale ;b)(4) 
T2955 to T3028 (Tapentadol Methyl Ether Hydrobromidc) 11,540 81.00% 1.2.58 11,761 
Tapentadol Procurement from ;b)(4) 
T3028 to Tapentadol Base 11,761 86.00% 10,115 (1,647) 

(708) Tapeatadol Base to Tapentadol HCI 10,115 93.00% 9,407 
Total (2,355) 

Tapentadol Procurement fromFb)(4 ) 
T3028 to Tapentadol Base 0 87,30% 0 _ 0 
Tapentadol Base to Tapeutadol HCI 0 93.00% 

(I 0
Total 0 

Page 3 of 5 
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2016 Manufacturing Quota Submission Supporting Tables —
Tapentadol (9780) 
April 2015 

(b)(4) (b)(7)(E) 

Table 2015/2016 Projected Tapentadol Depomed Requirements (kg HC1) 

ER 

IR 

DEA Quota 2015 OW 
DFA Quota 

(Kg) 
eng-reg 

2016 

Validation eng-reg Validation Clinical 

1204.89 1248.12 
615.00 1509.55 

96.24 
Total 1916.13 2757.67 

Table VIII: 2015 Projected Tapentadol Process Loss Information for Depomed Demand (kgB) 

Depomed API Requirements 

Description 
Input to 

Step 
Process 
Yield MW 

Net output 
of step 

LOSS by 
step 

Tapentadol for Sale :b)(4) 
T2955 to T3028 (Tapentadol Mettyl Ether Hydrobromide) 1,904 81.00% 1.258 1,941 
Tapentadol Procurement from (b)(4) 
T3028 to Tapentadol Base 1,941 91.20% 1,770 (171) 
Tapentadol Base to Tapentadol HC[ 1,770 93.10% 1,648 (122) 

Total , A 

Table IX: 2016 Projected Tapentadol Process Loss Information for Depomed Demand (kgB) 

De_pomed API Requirements 

Description 
Input to 

Step 
Process 
Yield MW 

T Net output 
of step 

Loss by 
step 

Tapentadol for Sale (b)(4) 

T2955 to T3028 (Tapentadol Methyl Ether Hydrobromide) 2,741 81.00% 1.258 2,793 
Tapentadol Procurement from (6 )(4 ) 

J3028 to Tapentadol Base 2.793 91.20% 2,547 (246) 
Tapentadol Base to Tapentadol HCl 2,547 93.10% 2,372 (176) 

Total (422) 

Page 4 of 5 
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2016 Manufacturing Quota Submission Supporting Tables — 
Tapentalal (9780) 
April 2015 

i(b)(4) (b)(7)(E) 

Thank you in advance for considering this request. If you require any additional information, 
please do not hesitate to contact me at b)(6) 

u stance ompliance 

Page 5 of 5 
CONFIDENTIAL BUSINESS INFORMATION 

Page 1031 Vol. 1



Ma. Ciae. 1.0110 

Tar, PO 

(b)(4) (b)(7)(E) 

10.1104000 

101LA p•••• 1011111.....a.1100 

11. 

20, 111.11.1•1 f00000_000000 

./11 iv.. ft -awl &Kr CCW 

K. Esc Ci011 .arr 1JCI• I • 1101100 r00.0.103 300 

ma1K °MA kata.M.0 . 443 101 toq0710e,011 

7.0137 

1.101.001000 

701111 

7, 100 

• 311%21 4, VS,

1000.01.000 

a /...001000 

0000 000 

itimt ,ace Let 

=.121023 ona 

12,1 .77 017 

'03001100000 

. nu a.a.. 

2011 incIA /90 Wen .0..1. 

lava ae 20a• ea. 
.44 IAA .•2 Ls. •A .2.1 0.4.•• 

Fr. 44 

1•3[0: 

Alga Loa. 1.4...ad I 
rear 2.1 O. heat 

Cala 
G. 00, Caea r 

••••a Cale 
Cme in 

.1011aa 

6041 0 000 a0,7a.111i• lea. 

ro

0000 

11.1rrn•Vd1, 

poop 

011. ray...0 402e..2 

0.000 

7011 

• 000 

ream apart. 

0610 

auey 

1000 

/away 

1000 

AA a Ma 

era ,Art 

'la,. awe. 

, 000 

lea .

6:11 
703..A0 Me 

0000 

7, 006 

cril A Ina, 

...20 MO 

0.1. 

45$ 

Ia.= .0 

.1.0.010110 

47..101111e 

•07•40111115 

4,541.051.11. 

000a 

0050 

Ohm 

0015 

12..4s4 

0000 

apt, 

• 17157.021 

1 ay la ex 

0 WO 

10.3 

an CO OM 

an. 

Ian. 

0000 

0000 

1...t. an 

20000 

,a 00 

6.0100. 0. 

e col 

GT LW 

o cre 

0 000 

".., 

loot, 

7, 0ad 

o0. 

-.a , . CO0 

.05 OW 

00. set 

•1.000.001011 

841,0 305 

Gat 

MY/ 

0 Ma 0. WO 

ARAM ,

7,011 

•• 1E7 

IP .010.72 

411001150-t 

00 0:0 

410. 

•• 401.1 Iv al 

44414.141 

75000 

.51131 

.1.11•41:121 
Den 0001 .1.1013 11 11 0000 Cr 1.000600 0000 0000:0, C00 00. =SAO OW 40110 006 111700 Mel= 0. -.OM= W010000 

',calm, COO 

1,.010. 

I 2$17a3a00,1 

7 014 

..5a1.011.11. 

.171•0017 I,. 

011a 

0 OA 

41111M.111 

ism 

100001 goo 

124* 

a CM 

if ow 

al mops,  co: 

uctfre 

Don 

Oa° 

 X00401 or, 

Owl 

a a.. O. 

•06d. 

21.11x01 .0 

101.145 

1 Lt....S. 

7.301 

+=/a sit 

MI 40 

"SA ,r7 Cn 

f,21, as 

0100007035 109 111007 41.00.0.1. 0 0141 1.10•,...011 7.4.741000 6000 1001000.000 0000 4001 COO 000 1.70, .20 COO 6.•12.1000,11 1,V/A.101 5,1100,1 a 371 7711 *44721 

10.10,111 co: , 11.10,. C.= MO 41.24.011.11. 0441 4,0m pa 1 , 4 . ar25,X co: era Ds monm cm 0 WC 1.01.0.000 .111hi.i00d ,1360 4.01,1 1121:11.1i A *KOMI 7(.1:030001 

10 0000017 0:0 0000 0,100,043111 0 001 e ma 0610 0 COO 77.110000 03C 00. 0040 ..tal a.001400 t.500.0010 OM 0.000 .42,114000 MO 44...211.000 

10121.7..070 

MEBANE 

Page 1032 Vol. 1



2016 Proposed Established Annual Assessment of Needs and Aggregate Production Quotas 

• Section 306(a) of the Controlled Substances Act (CSA) requires the Attorney General to establish 
limits on the production of each basic class of schedule I and II controlled substances and for the list 
I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine. This responsibility has since 
been delegated to the Administrator of the Drug Enforcement Administration (DEA). 

• The attached Federal Register notice, prepared for your signature, proposes to establish calendar 
year 2016 aggregate production quotas (APQ) for each basic class of schedule I and H controlled 
substances and assessment of annual needs (AAN) for the list I chemicals ephedrine, 
phenylpropanolamine, and pseudoephedrine for which the United States has medical, scientific, 
industrial, export, and reserve stock requirements. 

• As stated in the 2013 Federal Register Notices, DEA continues to add an additional 25% to the APQ 
for schedule II substances and schedule I substances that are used to produce drugs that have a 
medical need (specifically, difenoxin, GHB and tetrahydrocannabinols) in an effort to prevent 
potential drug shortage issues. 

• The Federal Drug Administration (FDA) responded on May 6, 2015, to DEA's annual letter which 
requests information on new, continuing, and discontinued drug products containing schedule II 
substances. This information was considered in the analysis for the current proposed values. 

Quota applications received as of May 26, 2015 are considered, however, applications can be 
received throughout the year and those received during the comment period will be considered when 
DEA establishes the 2016 AAN & APQ values. 

• An expedited review and publication is requested to ensure an uninterrupted supply of schedule I 
and II controlled substances and the list I chemicals ephedrine, phenylpropanolamine, and 
pseudoephedrine for medical, scientific, industrial, and export requirements of the U.S. 

• Although each quota year is considered separate and independent of previous years, the following 
points provide brief explanations of noteworthy changes for some the proposed AAN & APQ values: 

Schedule I substances 
• The APQ for marihuana is proposed as a decrease from 2015, but not zero because to accommodate 

bulk manufacturers with synthesis route for manufacturing API for cannabidiol for research and 
product development activities, ultimately leading to FDA approved products and commercial sales. 

Schedule II substances , 
• The APQ for codeine (for sale) is proposed as an increase, while the APQ for hydrocodone (for 

sale) is proposed as a decrease based on registrant applications received as of May 26, 2015 and IMS 
Health prescription data, which shows an increase in prescription sales that appears to coincide with 
the rescheduling of FDA approved hydrocodone products from schedule III to schedule II. 

c ir. • The APQ for tapentadol is proposed as an increase to accommodate the change in synthesis of the 
bulk API from importing from a foreign source to domestic manufacturing. 

OD/ODQ/ODEQ 6/9/15 Page - 1- of - 1 
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Billing Code 4410-09-P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-420N] 

Proposed Aggregate Production Quotas for Schedule I and II Controlled Substances 

and Assessment of Annual Needs for the List I Chemicals Ephedrine, 

Pseudoephedrine, and Phenylpropanolamine for 2016 

AGENCY: Drug Enforcement Administration, Department of Justice. 

ACTION: Notice with request for comments. 

SUMMARY: The Drug Enforcement Administration proposes to establish the 2016 

aggregate production quotas for controlled substances in schedules I and 11 of the 

Controlled Substances Act and assessment of annual needs for the list I chemicals 

ephedrine, pseudoephedrine, and phenylpropanolamine. 

DATES: Interested persons may fi le written comments on or objections to this notice in 

accordance with 21 CFR 1303.11(c) and 1315.11(d). Electronic comments must be 

submitted, and written comments must be postmarked, on or before [INSERT 30 DAYS 

AFTER PUBLICATION IN THE FEDERAL REGISTER]. Commenters should be 

aware that the electronic Federal Docket Management System will not accept comments 

after 11:59pm Eastern Time on the last day of the comment period. 

The Administrator may hold a public hearing on one or more issues raised by the 

comments received in response to this notice. In the event the Administrator decides in 

his sole discretion to hold such a hearing, the Administrator will publish a notice of any 

such healing in the Federal Register. After consideration of any comments and after a 
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hearing, if one is held; the Administrator will publish in the Federal Register a final order 

establishing the 2016 aggregate production quotas for schedule I and II controlled 

substances, and an assessment of annual needs for the list I chemicals ephedrine, 

pseudoephedrine, and phenylpropanolamine. 

ADDRESSES: To ensure proper handling of comments, please reference "Docket No. 

DEA-420N" on all correspondence, including any attachments. The Drug Enforcement 

Administration encourages that all comments be submitted electronically through the 

Federal eRulemaking Portal which provides the ability to type short comments directly 

into the comment field on the Web page or attach a file for lengthier comments. Please 

go to http://www.regulations.gov and follow the online instructions at that site for 

submitting comments. Upon completion of your submission you will receive a Comment 

Tracking Number for your comment. Please he aware that submitted comments are not 

instantaneously available for public view on Regulations.gov. If you have received a 

Comment Tracking Number, your comment has been successfully submitted and there is 

no need to resubmit the same comment. Paper comments that duplicate electronic 

submissions are not necessary and are discouraged. Should you wish to mail a paper 

comment in lieu of an electronic comment, it should be sent via regular or express mail 

to: Drug Enforcement Administration, Attention: DEA Federal Register 

Representative/ODL, 8701 Morrissette Drive, Springfield, Virginia 22152. 

FOR FURTHER INFORMATION CONTACT: John R. Scherbenske, Office of 

Diversion Control, Drug Enforcement Administration; Mailing Address: 8701 

Morrissette Drive, Springfield, Virginia 22152, Telephone: (202) 598-6812. 

2 
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SUPPLEMENTARY INFORMATION: 

Posting of Public Comments 

Please note that all comments received in response to this docket are considered part 

. of the public record. They will, unless reasonable cause is given, be made available for 

public inspection online at http://www.regulations.gov. Such information includes 

personal identifying information (such as your name, address, etc.) voluntarily submitted 

by the commenter. The Freedom of Information Act applies to all comments received. If 

you want to submit personal identifying information (such as your name, address, etc.) as 

part of your comment, but do not want it to be posted online or made available in the 

public docket, you must include the phrase "PERSONAL IDENTIFYING 

INFORMATION" in the first paragraph of your comment. You must also place all the 

personal identifying information you do not want publicly available in the first paragraph 

of your comment and identify what information you want redacted. 

If you want to submit confidential business information as part of your comment, but 

do not want it to be made publicly available, you must include the phrase 

"CONFIDENTIAL BUSINESS INFORMATION" in the first paragraph of your 

comment. You must also prominently identify confidential business information to be 

redacted within the comment, 

Comments containing personal identifying information or confidential business 

information identified and located as directed above will generally be made available in 

redacted form. If a comment contains so much personal identifying information or 

confidential business information that it cannot be effectively redacted, all or part of that 

comment may not be made publicly available. Comments posted to 

3 
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name, address, and phone number) included in the text of your electronic submission that 

is not identified as directed above as personal. 

An electronic copy of this document is available at http://www.regulations.gov for 

easy reference. 

Legal Authority 

The Drug Enforcement Administration (DEA) implements and enforces titles 11 and 

III of the Comprehensive Drug Abuse Prevention and Control Act of 1970, as amended. 

21 U.S.C. 801-971. Titles II and Ill are referred to as the "Controlled Substances Act" 

and the "Controlled Substances Import and Export Act," respectively, and are 

collectively referred to as the "Controlled Substances Act" or the "CSA" for the purpose 

of this action. The DEA publishes the implementing regulations for these statutes in title 

21 of the Code of Federal Regulations (CFR), chapter II. The CSA and its implementing 

regulations are designed to prevent, detect, and eliminate the diversion of controlled 

substances and listed chemicals into the illicit market while ensuring an adequate supply 

is available for the legitimate medical, scientific, research, and industrial needs of the 

United States. Controlled substances have the potential for abuse and dependence and 

are controlled to protect the public health and safety. 

Section 306 of the CSA (21 U.S.C. 826) requires the Attorney General to establish 

aggregate production quotas for each basic class of controlled substance listed in 

schedules I and II and to establish the assessment of annual needs for the list I chemicals 

ephedrine, pseudoephedrine, and phenylpropanolamine. The Attorney General has 

delegated this function to the Administrator of the DEA pursuant to 28 CFR 0.100. 

4 
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Analysis for Proposed 2016 Aggregate Production Quotas and Assessment of 

Annual Needs 

The proposed year 2016 aggregate production quotas and assessment of annual needs 

represent those quantities of schedule I and II controlled substances, and the list I 

chemicals ephedrine, pseudoephedrine, and phenylpropanolamine, to be manufactured in 

the United States in 2016 to provide for the estimated medical, scientific, research, and 

industrial needs of the United States, lawful export requirements, and the establishment 

and maintenance of reserve stocks. These proposals include estimated imports of 

ephedrine, pseudoephedrine, and phenylpropanolamine but do not include estimated 

imports of controlled substances for use in industrial processes. 

In determining the proposed 2016 aggregate production quotas and assessment of 

annual needs, the Administrator has taken into account the criteria that is required to be 

considered in accordance with 21 U.S.C. 226(a), 21 CFR 1303.11 (aggregate production 

quotas for controlled substances), and 21 CFR 1315.11 (assessment of annual needs for 

ephedrine, pseudoephedrine, and phenylpropanolamine). The Administrator estimates 

the aggregate production quotas and assessment of annual needs for 2016 by considering 

the following factors: (1) total net disposal of each class or chemical by all manufacturers 

and chemical importers during the current and two preceding years; (2) trends in the 

national rate of net disposal of the class or chemical; (3) total actual (or estimated) 

inventories of the class or chemical and of all substances manufactured from the class or 

chemical, and trends in inventory accumulation; (4) projected demand for each class or 

chemical as indicated by procurement and chemical import quotas requested in 

accordance with 21 CFR 1303.12, 1315.32, and 1315.34; and (5) other factors affecting 

5 
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L the medical, scientific, research, and industrial needs of the United States, lawful export 

requirements, and reserve stocks, as the Administrator finds relevant. 

Other factors the Administrator considered in calculating the aggregate production 

quotas, but not the assessment of annual needs, include product development 

requirements of both bulk and finished dosage form manufacturers, and other pertinent 

information. In determining the proposed 2016 assessment of annual needs, the DEA 

used the calculation methodology previously described in the 2010 and 2011 assessments 

of annual needs (74 FR 60294, Nov. 20, 2009, and 75 FR 79407, Dec. 20, 2010, 

respectively). 

The Administrator also specifically considered that inventory allowances granted to 

individual manufacturers may not always result in the availability of sufficient quantities 

to maintain an adequate reserve stock pursuant to 21 U.S.C. 826(a), as intended. See 21 

CFR 1303.24. This would be of concern if a natural disaster or other unforeseen event 

resulted in substantial disruption to the amount of controlled substances available to 

provide for legitimate public need. As such, the Administrator proposes to include in all 

schedule II aggregate production quotas, and certain schedule I aggregate production 

quotas (difenoxin, gamma-hydroxybutyric acid, and tetrahydrocannabinols), an additional 

25% of the estimated medical, scientific, and research needs as part of the amount 

necessary to ensure the establishment and maintenance of reserve stocks. The proposed 

aggregate production quotas reflect these included amounts. This action will not affect 

the ability of manufacturers to maintain inventory allowances as specified by regulation. 

The Administrator expects that maintaining this reserve in certain established aggregate 

production quotas will mitigate adverse public effects if an unforeseen event results in 

6 
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substantial disruption to the amount of controlled substances available to provide for 

legitimate public need, as determined by the Administrator. The Administrator does not 

anticipate utilizing the reserve in the absence of these circumstances. 

The Administrator, therefore, proposes to establish the 2016 aggregate production 

quotas for the following basic classes of schedule 1 and II controlled substances and 

assessment of annual needs for the list I chemicals ephedrine, pseudoephedrine, and 

phenylpropanolamine, expressed in grams of anhydrous acid or base, as follows: 

Basic Class 

Proposed 
2016 

Quotas 

(g) 
Schedule I 

(1-Penty1-1H-indo1-3-y1)(2,2,3,3-tetramethylcyclopropyl)methanone 
(UR-144) 

25 

[1 -(5-Fluoro-penty1)-11f-indol-3-y1](2,2,3,3- 
tetramethylcyclopropyl)methanone (XLR11) 

25 

[1-(5-fluoropenty1)-1H-indazol-3-ylKnaphthalen-l-y1)methanone 
(THJ-2201) 

15 

1-(1,3-Benzodioxo1-5-y1)-2-(methylamino)butan-l-one (butylone) 25 

1-(1,3-Benzodioxo1-5-y1)-2-(methylamino)pentan-l-one (pentylone) 25 

1-(1-Phenylcyclohexyl)pyrrolidine 10 

1-(5-Fluoropenty1)-3-(1-naphthoyDindole (AM2201) 45 

1-(5-Fluoropenty1)-3-(2-iodobenzoyl)indole (AM694) 45 

1[142-Thienyl)cyclohexyllpiperidine 15 

142-(4-Morpholinypethy1]-341-naphthoyl)indole (JWH-200) 45 

1-Butyl-3-(1-naphthoyl)indole (JWH-073) 45 

1-Cyclohexylethy1-3-(2-methoxyphenylacetypindole (SR-18 and RCS-8) 45 

1-1-lexy1-3-(l-naphthoyl)indole (JWH-019) 45 

1-Methyl-4-phenyl-4-propionoxypiperidine 2 

1-Penty1-3-(1-naphthoyflindole (JWH-018 and AM678) 45 

1-Penty1-3-(2-chlorophenylacetypindole (JWH-203) 45 

1-Penty1-3-(2-methoxyphenylacetyl)indole (IWH-250) 45 

l-Pentyl-3-(4-chloro-l-naphthoyl)indole (JWH-398) 45 

7 
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1 Penty1-3-(4-methy1-1-naphthoyl)indole (JWH-122) 45 

1 Penty1-3-[(4-methoxy)-benzoyl]indole (SR-19, RCS-4) 45 

I-Penty1-3-[1-(4-methoxynaphthoyWindole (JWH-081) 45 

2-(2,5-Dimethoxy-4-n-propylphenyl)ethanamine (2C-P) 30 

2-(2,5-Dimethoxy-4-ethylphenyBethanatnine (2C-E) 30 

2-(2,5-Dimethoxy-4-methylphenyl)ethanamine (2C-D) 30 

2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C-N) 30 

2-(24-DimethoxyphenyBethanamine (2C-H) 30 

2-(4-Bromo-2,5-dimethoxyphenyl)-N-(2rmethoxybenzyBethanamme 
(25R-NBOMe; 2C-B-NBOMe; 25B; Cimbi-36) 

25 

2-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C-C) 30 

2-(4-Chloro-2,5-chmethoxyphenyI)-N-(2-methoxybenzyl)ethanamine 
(25C-NBOMe; 2C-C-NBOMe; 25C; Cimbi-82) 

25 

2-(4-ludo-2,5-dimethoxyphenyBethanamine (2C-I) 30 

2-(4-Iodo-2,5-dimethoxypheny1)-N-(2-methoxybenzyBethanamine 
(251-NBOMe; 2C-I-NBOMe; 251; Cimbi-5) 

15 

2-(Methylamino)-1-phenylpentan-1-one (pentedrone) 25 

2,5-Dimethoxy-4-ethylamphetamine (DOET) 25 

2,5-Dimethoxy-4-n-propylthiophenethylamine 25 

2,5-Dimethoxyamphetamine 25 

2-[4-(Ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-2) 30 

2-14-(Isopropylthio)-2,5-dtmethoxyphenyllethanamine (2C-T-4) 30 

3 4,5-Trimethoxyamphetamine 25 

3 4-Methylenechoxyamphetamme (MDA) 55 

3A-Methylenedioxymethamphetamine (MDMA) 50 

3 4-Methylenechoxy-N-ethylamphetamine (MDEA) 40 

3 4-Methylenedioxy-N-methylcathinone (methylone) 50 

3 4-Methylenechoxypyrovalerone (MDPV) 35 

3 Fluoro-N-methyleathinone (3-FMC) 25 

3-Methylfentanyl 2 

3-Methylthiofentanyl 2 

4-Bromo-2,5-dimethoxyamphe amine (DOB) 25 

4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 25 

4 Fluoro N-me hyleathinone (4-FMC) 25 

4 Methoxyamphetamme 150 

4-Methyl-2,5-dimethoxyamphetamine (DOM) 25 

8 
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4-Methylaminorex 25 

4-Methyl-N-ethyieathinone (4-MEC) 25 

4-Methyl-N-methylcathinone (mephedrone) 45 

4-Methyl-a-pyrrolidinopropiophenone (4-MePPP) 25 

5 -(1,1-Dimethylhepty1)-2 - [(1R,38)-3 - hydroxycyclo hexyl] -phenol 68 

5-(I,1-Dimethyloety1)-21(IR,33)-3-hydroxycyclohexyli-phenol 
(cannabicyclohexanol or CP-47,497 C8-homolog) 

53 

5-Methoxy-3,4-methylenedioxyamphetamine 25 

5-Methoxy-N,N-diisopropyltryptamine 25 

5-Methoxy-N,N-dimethyltryptamine 25 

Acetyl-alpha;methylfentanyl 2 

Acetyldihydrocodeine 2 

Acetylmethadol 2 

Allylprodine 2 

Alphacetylmethadol 2 

alpha-Ethyltryptamine 25 

Alphameprodine 2 

Alphamethadol 2 

alpha-Methylfentanyl 2 

alpha-Methylthiofentanyl 2' 

alpha-Methyltryptamine (AMT) 25 

alpha-Pyrrolidinobutiophenone (a-PBP) 25 

alpha-Pyrrolidinopentiophenone (a-PVP) 25 

Aminorex 25 

Benzylmorphine 2 

Betacetylmethadol 2 

bem-Hydroxy-3-methylfentanyl 2 

beta-Hydroxyfentanyl 2 

Betameprodine 2 

Betamethadol 4 

Betaprodine 2 

Bufotenine 3 

Cathinone 70 

Codeine methylbromide 5 

Codeine-N-oxide 305 
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Desomorphine 25 

Diethyltryptamine 25 

Difenoxin 11,000 

Dihydromorphine 3,000,000 

Dimethyltryptamine 35 

Dipipanone 5 

Fenethylline 5 

gamma-Hydroxybutyric acid 70,250,000 

Heroin 50 

Hydromorphinol 2 

Hydroxypethidine 2 

Ibogaine 5 

Lysergic acid diethylamide (LSD) 40 

Marihuana 200,000 

Mescaline 25 

Methaqualone 10 

Methcathinone 25 

Methyldesarphine 5 

Methyldihydromorphine 2 

Morphine methylbromide 5 

Morphine methylsulfonate 5 

Morphine-N-oxide 350 

N-(1-Adamanty0- l-penty1-1H- ndazole-3-carboxamide (AKB48) 25 

N-(1-Amino-3,3-dimethyl- 1 -oxobutan-2-y1)-1-penty1-1H-indazole-3- 
carboxamide (ADB-PINACA) 

25 

N-(1 -Amino-3-methyl- l -oxobutan-2-31)-1-(4-fluorobenzy1)-1H-indazole- 
3-carboxamide (AB-FUBINACA) 

25 

N-(1-Amino-3-methyl-l-oxobutan-2-y1)-1-(eyelohexylmethyl)-1H- 
indazole-3-carboxamide (AB-CHMINACA) 

15 

N-(1-Amino-3-methyl-l-oxobutan-2-y1)-1-pentyl-1H-indazole-3- 
carboxamide (AB-PINACA) 

15 

N,N-Dimethylamphetamine 25 

Naphthylpyrovalerone (naphyrone) 25 

N-Benzylpiperazine 25 

N-Ethyl-l-phenyleyelohexylamine 5 

N-Ethylamphetamine 24 
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N-Hydroxy-3,4-methylenedioxyamphetamine 24 

Noracymethadol 2 

Norlevorphanol 52 

Normethadone 2 

Normorphine 40 

Para-fluorofentanyl 5 

Parahexyl 5 

Phenomorphan 2 

Pholcodine 5 

Psilocybin 30 

Psilocyn 50 

Quinolin-8-yl 1-(5-fluoropenty1)-111-indole-3-carboxylate (5-fluoro-PB- 
22; 5F-PB-22) 

25 

Quinolin-8-yl 1-pentyl-1H-indole-3-carboxylate (PB-22; QUPIC) 25 

Tetrahydrocannabinols 511,250 

Thiofentanyl 2 

Tilidine 25 

Trimeperidine 2 

Schedule II 

1-Phenyleyelohexylamine 5 

1-Piperidinocyclohexanecarbonitrile 5 

4-Anilino-N-phenethy1-4-piperidine (ANPP) 2,950,000 

Alfentanil 17,750 

Alphaprodine 3 

Amobarbital 25,125 

Amphetamine (for conversion) 15,000,000 

Amphetamine (for sale) 37,500,000 

Carfentanil 19 

Cocaine 200,000 

Codeine (for conversion) 50,000,000 

Codeine (for sale) 63,900,000 

Dextropropoxyphene 45 

Dihydrocodeine 226,375 

Diphenoxylate (for conversion) 31,250 

Diphenoxylate (for sale) 1,337,500 

11 
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Ecgonine 125,000 

Ethylmorphine 3 

Fentanyl 2,300,000 

Glutethimide 3 

Hydrocodone (for conversion) 235,000 

Hydrocodone (for sale) 88,500,000 

Hydromorphone 7,000,000 

Isomethadone 5 

Levo-alphacetylmethadol (LAAM) 4 

Levomethorphan 30 

Levorphanol 7,125 

Lisdexamfetamine 29,750,000 

Meperidine 5,450,000 

Meperidine Intermediate-A 6 

Meperidine Intermediate-B 11 

Meperidine Intermediate-C 6 

Metazocine 19 

Methadone (for sale) 31,875,000 

Methadone Intermediate 34,375,000 

Methamphetamine 2,061,375 

to a 
[1,250,000 grams of fevo-desoxyephedrine for use in a non-controlled, non-

prescription product; 750,000 grams for methamphetamine mostly for conversion 
schedule III product; and 61,375 grams for methamphetamine (for sale)] 
Methylphenidate 87,500,000 

Morphine (for conversion) 91,250,000 

Morphine (for sale) 62,500,000 

Nabilone 18,750 

Noroxymorphone (for conversion) 17,500,000 

Noroxymorphone (for sale) 1,475,000 

Opium (powder) 112,500 

Opium (tincture) 687,500 

Oripavine 30,000,000 

Oxycodone (for conversion) 6,250,000 

Oxycodone (for sale) 139,150,000 

Oxymorphone (for conversion) 29,000,000 

12 
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Oxymorphone (for sale) 7,750,000 

Pentobarbital 38,125,000 

Phenazocine 6 

Phencyclidine 50 

Phenmetrazine 3 

Phenylacetone 50 

Racemethorphan 3 

Remifentanil 3,750 

Secobarbital . 215,003 

Sufentanil 6,255 

Tapentadol 25,500,000 

Thebaine 125,000,000 

List I Chemicals 

Ephedrine (for conversion) 100,000 

Ephedrine (for sale) 4,000,000 

Phenylpropanolamine (for conversion) 22,400,000 

Phenylpropanolamine (for sale) 8,500,000 

Pseudoephedrine (for conversion) 7,000 

Pseudoephedrine (for sale) 224,500,000 

The Administrator further proposes that the aggregate production quotas for all other 

basic classes of schedule I and 11 controlled substances included in 21 CFR 1308.11 and 

1308.12 remain at zero. In accordance with 21 CFR 1303.13 and 21 CFR 1315.13, upon 

consideration of the relevant factors, the Administrator may adjust the 2016 aggregate 

production quotas and assessment of annual needs as necessary. 

Dated: 

13 
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Chuck Rosenberg, 
Acting Administrator. 
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A: 

AX: 

OC: 

OD: 

CCR: CCO: CC: 

ODX: 

ODXL: 

ODW: 

ODWanalyst: 

ODQ: 

ODEQ 
(b)(6) 

DFN: 630-07-Federal Register 

SBF-CM # ODEQ-15-
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L SUPPLEMENTARY INFORMATION: 

Background 

Section 306 of the Controlled Substances Act (CSA) (21 U.S.C. 826) requires the 

Attorney General to establish aggregate production quotas for each basic class of 

controlled substance listed in schedules I and II and for ephedrine, pseudoephedrine, and 

phenylpropanolamine. The Attorney General' has delegated this authority to the 

Administrator of the DEA. 28 CFR 0.100(b). 

On January 30, 2015, the DEA published in the Federal Register a final order to 

temporarily place three synthetic cannabinoids, N-(1-amino-3-rnethyl-l-oxobutan-2-y1)-

1-(cyclohexylmethyl)-1H-indazole-3-carboxamide (AB-CHMINACA), N-(1-amino-3-

methyl-l-oxobutan-2-y1)-1-penty1-1H-indazole-3-carboxamide (AB-PINACA), and [1-

(5-fluoropenty0-1H-indazol-3-yl]rnaphthalen-1 -yOmethanone (THJ-2201), into schedule 

I of the CSA (80 FR 5042), making all regulatory controls pertaining to schedule I 

controlled substances applicable to AB-CHM1NACA, AB-PINACA, and THJ-2201, 

including the requirement to obtain a manufacturing quota pursuant to 21 CFR part 1303. 

The 2015 aggregate production quotas for AB-CHMINACA, AB-PINACA, and TEL-

2201 represent those quantities that may be manufactured in the United States in 2015 to 

provide for the estimated scientific, research, and industrial needs of the United States, 

lawful export requirements, and the establishment and maintenance of reserve stocks. 

On March 20, 2015, the DEA published a notice titled, "Controlled Substances: 2015 

Proposed Aggregate Production Quotas for Three Temporarily Controlled Synthetic 

Cannabinoids" in the Federal Register (80 FR 15034). That notice proposed the 2015 

aggregate production quotas for AB-CHMINACA, AB-PINACA, and THJ-220 I . 

2 
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Interested persons were invited to comment on or object to the proposed aggregate 

production quotas for AB-CHMINACA, AB-PINACA, and THJ-220 I on or before April 

20, 2015. No comments were received 

Analysis for 2015 Established Aggregate Production Quotas 

In determining the 2015 aggregate production quotas for N-(1-amino-3-methyl-l-

oxobutan-2-y1)-1-(cyclohexylmethyl)-11-1-indazole-3-carboxamide (AB-CHMINACA), 

N-(1-amino-3-methyl-l-ozobutan-2-y1)-1-penty1-1H-indazole-3-carboxamide (AB-

PINACA), and [1-(5-fluoropenty1)-1H-indazol-3-yl](naphthalen-l-Amethanone (TM-

2201), the DEA has taken into consideration the factors set forth at 21 CFR 1303.11, 

pursuant to 21 U.S.C. 826(a), and other relevant factors, including 2015 export 

requirements, industrial use, applications for quotas, as well as information on research 

and product development requirements. 

Pursuant to 21 U.S.C. 826 and in accordance with 21 CFR 1303.11, the Acting 

Administrator hereby establishes the 2015 aggregate production quotas for AB-

CHM1NACA, AB-PINACA, and THJ-2201, expressed in grams of anhydrous acid or 

base, as follows: 

Basic Class—schedule I Established 2015 Quota (g) 
N-(1-amino-3-methyl-l-ozobutan-2-y1)-1- 
(eyelohexylmethyl)-1H-indazole-3-earboxamide 
(AR-CHMINACA) . 

15 

N-(1-amino-3-methyl-1 -ozobutan-2-y1)-1-penty1-1H- 
indazole-3-carboxamidc (AB-PINACA) 

15 

[I-(5-fluoropentyl)-1H-indazol-3-yl](naphthalen-1- 
yl)methanone (THJ-2201) 

15 

3 
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In accordance with 21 CFR 1303.13, upon consideration of the relevant factors, the 

• Acting Administrator may adjust the 2015 aggregate production quotas for A13-

CHMINACA, AB-PINACA, and THJ-2201 as needed. 

Dated: 

Chuck Rosenberg, 
Acting Administrator. 
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oDEQ:ib)(6) 

DFN: 630-07-Federal Register 

SBF-CM # ODEQ-15-753 

5-6-2015, 5-11-2015,5/19-2015,6/2/2015 
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42540 Federal Register / Rol. 80, No. 137 / Friday, July 17, 2015 / Notices 

C 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-42019 

Proposed Aggregate Production 
Quotas for Schedule I and II Controlled 
Substances and Assessment of 
Annual Needs for the List I Chemicals 
Ephedrine, Pseudoephedrine, and 
Phenylpropanolamine for 2016 

AGENCY: Drug Enforcement 
Administration. Department ofJustice. 
ACTON: Notice with request for 
comments. 

SUMMARY: The Drug Enforcement 
Administration proposes to establish the 
2016 aggregate production quotas far 
controlled substances in schedules I and 
II of the Controlled Substances Act and 
assessment of annual needs for the list 
I chemicals ephedrine. 
pseudoephedrine, and 
phenylpropanolamine. 
DATES: Interested persons may file 
written comments on or objections to 
this notice in accordance with 21 CFR 
1303.11(c) and 1315.11(d). Electronic 
comments must be submitted, and 
written comments must be postmarked, 
on or before August ll , 2015. 
Commenters should be aware that the 
electronic Federal Docket Management 
System will not accept comments after 
11:59 p.m. Eastern Time on the last day 
of the comment period. 

The Administrator may hold a public 
hearing on one or more issues raised by 
the comments received in response to 
this notice. In the event the 
Administrator decides in his sole 
discretion to hold such a hearing, the 
Administrator will publish a notice of 
any such hearing in the Federal 
Register. After consideration of any 
comments and after a hearing, if one is 
held, the Administrator will publish in 
the Federal Register a final order 
establishing the 2016 aggregate 
production quotas forschedule I and II 
controlled substances; and an 
assessment of annual needs for the list 
I chemicals ephedrine. 
pseudoephedrine. and 
phenylp rop anolamine. 
ADDRESSES: To ensure proper handling 
of comments. please reference "Docket 
No, DEA-420N" on all correspondence. 
including any attachments, The Drug 
Enforcement Administration encourages 
that all comments he submitted 
electronically through the Federal 
eRulamaking Portal which provides the 
ability to type short comments directly 
into the comment field on the Web page 
or attach a file for lengthier comments. 

Please go to http://winvsegulotions.gov 
and follow the online instructions at 
that site for submitting comments. Upon 
completion of your submission you will 
receive a Comment Tracking Number for 
your comment. Please be aware that 
submitted comments are not 
instantaneously available for public 
view on Regulations.gov. If you have 
received a Comment Tracking Number, 
your comment has been successfully 
submitted and there is no need to 
resubmit the same comment. Paper 
comments that duplicate electronic 
submissions are not necessary and are 
discouraged. Should you wish to mail a 
paper comment in lieu of an electronic 
comment, it should be sent via regular 
or express mail to: Drug Enforcement 
Administration, Attention: DEA Federal 
Register Representative/OM, 8701 
Morrissette Drive, Springfield, Virginia 
22152. 
FOR FURTHER INFORMATION CONTACT: John 
R. Scherbenske. Office of Diversion 
Control, Drug Enforcement 
Administration; Mailing Address: 6701 
Morrissette Drive, Springfield, Virginia 
22152, Telephone: (202) 598-6E12. 
SUPPLEMENTARY INFDRMAllON: 

Posting of Public Comments 
Please note that all comments 

received in response to this docket are 
considered part of the public record. 
They will. unless reasonable cause is 
given, be made available (or public 
inspection online at http:// 
erww.regulations.gov. Such information 
includes personal identifying 
information (such as your name, 
address. etc.) voluntarily submitted by 
the commenter. The Freedom of 
Information Act applies to all comments 
received. If you want to submit personal 
identifying information (such as your 
name, address, etc.) as part of your 
comment, but do not want it to be 
posted online or made available in the 
public docket, you must include the 
phrase "PERSONAL IDENTIFYING 
INFORMATION" in the first paragraph 
of your comment. You must also place 
all the personal identifying information 
you do not want publicly available in 
the first paragraph of your comment and 
identify what information you want 
redacted. 

If you want to submit confidential 
business information as part of your 
comment, but do not want it to be made 
publicly available, you must include the 
phrase "CONFIDENTIAL BUSINESS 
INFORMATION" in the first paragraph 
of your comment. You must also 
prominently identify confidential 
business information to be redacted 
within the comment. 

Comments containing personal 
identifying information or confidential 
business information identified and 
located as directed above will generally 
be made available In redacted form. If a 
comment contains so much personal 
identifying information or confidential 
business information that it cannot be 
effectively redacted, all or part of that 
comment may not be made publicly 
available. Comments posted to http:// 
www.regulations.gov may include any 
personal identifying information (such 
as name, address, and phone numbeIl 
included in the text of your electronic 
submission that is not identified as 
directed above as personal. 

An electronic copy of this document 
is available at http:// 
www.regulationegov for easy reference. 

Legal Authority 
Tho Drug Enforcement 

Administration (DEA) implements and 
enforces titles Il and III of the 
Comprehensive Drug Abuse Prevention 
and Control Act of 1970, as amended. 21 
U.S.C. 801-971. Titles II and III are 
referred to as the "Controlled 
Substances Act" and the "Controlled 
Substances Import and Export Act." 
respectively, and are collectively 
referred to as the "Controlled 
Substances Act" or the "CSA" for the 
purpose of this action. The DEA 
publishes the implementing regulations 
for these statutes in title 21 of the Code 
of Federal Regulations (CFR), chapter II. 
The CSA and its implementing 
regulations are designed to prevent, 
detect, and eliminate the diversion of 
controlled substances and listed 
chemicals into the illicit market while 
ensuring an adequate supply is available 
for the legitimate medical, scientific, 
research, and industrial needs of the 
United States. Controlled substances 
have the potential for abuse and 
dependence and are controlled to 
protect the public health and safety. 

Section 306 of the CSA (21 U.S.C. 
826) requires the Attorney General to 
establish aggregate production quotas 
for each basic class of controlled 
substance listed in schedules I and II 
and to establish the assessment of 
annual needs for the list I chemicals 
ephedrine, pseudoephedrine, and 
phenylpropanolamine. The Attorney 
General has delegated this function to 
the Administrator of the DEA pursuant 
to 26 CFR 0.100. 

Analysis for Proposed 2016 Aggregate 
Production quotas and Assessment of 
Mutual Needs 

The proposed year 2016 aggregate 
production quotas and assessment of 
annual needs represent those quantities 
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of schedule I and 11 controlled 
substances, and the list I chemicals 
ephedrine. pseudoephedrine. and 
phenylpropanolamine, to be
manufactured in the United States In 
2016 to provide for the estimated 
medical, scientific, research, and 
industrial needs of the United States. 
lawful export requirements, and the 
establishment and maintenance of 
reserve stocks. These proposals include 
estimated imparts of ephedrine, 
pseudoephedrine, and 
phenylpropanolamine but do not 
Include estimated imports of controlled 
substances for use in industrial 
processes. 

In determining the proposed 2016 
aggregate production quotas and 
assessment of annual needs, the 
Administrator has taken into account 
the criteria that is required to be 
considered in accordance with 21 U.S.C. 
626(a). 21 CFR 1303.11 (aggregate 
production quotas for controlled 
substances), and 21 CFR 1315.11 
(assessment of annual needs for 
ephedrine, pseudoeptiedrine, and 
phenylpropanolamine). The 
Administrator estimates the aggregate 
production quotas and assessment of 
annual needs far 2016 by considering 
the following factors: (1) Total net 
disposal of each class or chemical by all 
manufacturers and chemical Importers 
during the current and two preceding 
years; (2) trends in the national rate of 
net disposal of the class or chemical; (3) 
total actual (or estimated) Inventories of 

the class or chemical and of all 
substances manufactured from the class 
or chemical, and trends in inventory 
accumulation; (4) projected demand for 
each class or chemical as indicated by 
procurement and chemical import 
quotas requested in accordance with 21 
CFR 1303.12, 1315.32, and 1315.34: and 
(5) other factors affecting the medical, 
scientific, research, and industrial needs 
of the United States, lawful export 
requirements, and reserve stocks, as the 
Administrator finds relevant. 

Other factors the Administrator 
considered In calculating the aggregate 
production quotas, hut not the 
assessment of annual needs, include 
product development requirements of 
both bulk and finished dosage form 
manufacturers, and other pertinent 
Information. In determining the 
proposed 2015 assessment of annual 
needs, the DEA used the calculation 
methodology previously described in 
the 2010 and 2011 assessments of 
annual needs (79 FR 60294, Nov. 20, 
2009, and 75 FR 79407, Dec. 20, 2010. 
respectively). 

The Administrator also specifically 
considered that inventory allowances 
granted to individual manufacturers 
may not always result in the availability 
of sufficient quantities to maintain an 
adequate reserve stock pursuant to 21 
U.S.C. 826(a), as intended. See 21 CFR 
1303.24. This would be of concern if a 
natural disaster or other unforeseen 
event resulted in substantial disruption 
to the amount of controlled substances 

available to provide for legitiinate 
public need. As such, the Administrator 
proposes to include in all schedule II 
aggregate production quotas, and certain 
schedule I aggregate production quotas 
(difenoxin, gamma-hydroxybutyric acid, 
and tetrahydrocannabinols), an 
additional 25% of the estimated 
medical, scientific, and research needs 
as part of the amount necessary to 
ensure the establishment and 
maintenance of reserve stocks. The 
proposed aggregate production quotas 
reflect these included amounts. This 
action will not affect the ability of 
manufacturers to maintain inventory 
allovitances as specified by regulation. 
The Administrator expects that 
maintaining this reserve in certain 
established aggregate production quotas 
will mitigate adverse public effects if an 
unforeseen event results in substantial 
disruption to the amount of controlled 
substances available to provide for 
legitimate public need, as determined 
by the Administrator. The 
Administrator does not anticipate 
utilizing the reserve in the absence of 
these circumstances. 

The Administrator, therefore, 
proposes to establish the 2016 aggregate 
production quotas for the following 
basic classes of schedule I and If 
controlled substances and assessment of 
annual needs for the list I chemicals 
ephedrine, pseudoephedrine, and 
phenylpropanolamine, expressed in 
grams of anhydrous acid or base, as 
follows: 

Basle class 
Proposed 2016 

quotes 
(91 

Schedule I 

(1-Renty1-1H-indol-3-y1)(2.2,3,34etramethylcyclopropyl)melhanone (UR-144)  
[1-(5-Fluoto.pentyl)4n.inool.3111(2,2,3,3-letramethyleyclopropygmethanone (X15111)  
(1-(5-fluoropenty1)-1H-Indazol-311)(naphInalen-1-yemalhanone (THJ2201)  
1-(1,3-Benzedenol-511)-2-(malhytamlno)hutan-1-one (butylone)  
141,3.Benzedioxol-511)-2-(methyrarelno)pontan-1-one (penlylone)  
1-(1-Pnenyhydohaxyl)pyrnndine  
1-(5-Fluorooanty1)-3-(1-naphlhoynnclole (AM2201)  
1-(5.Ruomeenlye-3-(2-Todebenzoyeindole (AM694)  
141-(2-Thienyl)cyclohexygolpendins  
1-12-(4-Morpholinyhethyl)-3-(1.naphlhoyl)!ndole (JWH-200)  
1-Buty1-3.(1-naphlhoyhindola (JWH-073)  
1-Cyclohexylethy4342-methoxyphenylacetyllindole (SR-18 and RCS-8)  
1-Hexy63-(1-naphlhoyl)indole (JVVH 019)  
1-Meihy1-4-phenyl-4-proplonoxypiparidine  
1-Penly1-3-(1-naphthayl)Indole (JWH-018 and AM678)  
1-Rentyl-3-(2-chlorophenylacety0iridola (JWH-203)  
1-Inenty1-3.(2-methoxyphenylacelynindole (JVVH-250)  
1-Penty1-3-(4-chloro-1-naphthoyl)!neola (JWH-396)  
4Frenty1-3-(4.rnethyl-1-naphthoyhindole (JWH-122)  
1.Renty1-3-((4-methoxy)-benzoyllindole (SR-19, RCS-4)  
1-Penty1-3-[1-(4-maihoxynaphihoyhlindele (JWH-081)  
2.(2,5-0imathexy-4-AcropylohenyneiharaMine (20-12)  
2.(2,5-0Methoxy-4.ethylphenyeathanamine (20- E)  
2.(2,5-0hmethoxy-4-mathylphenyhathanamine (2C-0) .. 
2-(2,5-0enetnoxy-4-nitro-phenyeathanamine (20-N)  
212,54Dimethoxyphenyhethanarulne (2C-H)  

25 
25 
15 
25 
25 
10 
45 
45 
Is 
45 
45 
45 
45 
2 

45 
45 
46 
45 
45 
45 
45 
30 
30 
30 
30 
30 
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Basic class 
Proposed 2016 

quotas 
(9) 

244-Brome.2,5-dimethoxypheny1)-N-(2.methexybenzypethanamine (258-NBOMo; 2C-13-NBOMe; 2513: Cimbi-36)  
2-(4-Chloro-2.5-climelhoxyphenyBelhanamine (2C-C)  
2-(4-Chloro-2,5-dimethoxyphonil)-N-(2-methoxybenzyl)ethenamlne (25C-NBOMe; 2C.C.NBOMe; 25C; Cimbi-82)  
2-(4-lodo.2,5-dImethoriphenyl)ethanamine (20-1)  
2-(4-lodc-2,5-dimelhoxypheny1)-N-(2-methoxybenzyl)ethanamlne (251-NBOMe; 20-1-NBOMe: 251; Cimbi-5)  
2-(Methylamino)-1-phenylpentan-l-one (pentedrone)  
2,5-Dimethoxy-4.ethylamphelamine (DOET)  
2,5-Dimethorp4-n-propyllhlophenethylamtne  
25-Dimethoxyamphelamine  
2-14(Ethylthlo).2,54imethoxyphenyPethanamlne (20:1-2)  
2(4-(Iscpropylthlo)-2,5-dimethoryphenyljelhanamine (20-T-4)  
3,4,5-TrimeihoxyaMPhoMmIne  
3,4-Methylenedioxyamphetemine (MCA)  
3,4-Melhylenedioxymethamphelemlno (MOMA)  
3,4-Methylenedloxy-Akethylampheramlne (MDEA)  
3,4-Methylenedloxy.MmethylcallInone (mothylone)  
3.4-Methylenedioxypyrovalerone (MOPV)  
3-Fluoro-N-mathylcalhinone (3-FMC)  
3-Meihyifentanyt  
3-Methylthiolentanyl . 
4-Bromo-2,5-dimethoxyamphetamlne (DOB)  
4-13rom0-2,5-dimethoxyphenethylemine (2-08)  
4-Fluoro-Nmethylcathinone (4-FMC)  
4-Methoxyamphelemlne  
4-Methyl-2,5-dmelhoxyamphetamino (DOM) 
4-methylaminorex  
4-Meawl.N.ellycathInone (4-MEC)  
4-Methyl-N-methylcalhinone (mephedrone)  
4-Methy.a-pyrrolidinopropTophenone (4.MaPPP)  
5-(1,1-Dirnelhylhep1)4).21(113,25)-3-bYdr0xY00 0hoxYll-Phend  
5-(1,1-101melhylocty1)-2-al /3,361-3-hydroxycyclohexyli-phenol (cannabloyclohexanol or CP-47,427 CB-homolog)  
5-Melhoxy-3,4-methy ten edioxya mph elan, in e  
5-Melhoxy-N,MdilsoProPYIMMIamln  
5-MathuctAr,N-dimethyltryptamine  
Acetylalpha-mothyltentanyl  
Acetyldlhydrocodelne  
Acelylmethadol 
Anylprodine  
AlphaCetylresthad01  
alpha-Shyltryptamine  
Alphameprodine  
Alphamethadol  
alpha-Melhyllemanyl 
alpha-Methylthlolenlanyl  
opha-Methyllryplamine (AMT)  
alpha-Pyrrolidinehutiophenone (a-POP)  
s/pha.Pyrrolidinopentiophenone (a-PVP)  
Aminorex  
Benzylmorphlne  
Betaceymelhadol  
bete-Hydroxy-3-me0ylfentanyl  
beta-Hydroxylentanyl  
Betameprodine  
Betamethadol  
Betaprodine  
Butotenine  
Calhincne 
Codeine methylbromide  
Codeine-MoxIde  
DesemorphIne  
Diethyltrypiamlne  
Dif anoxia  
Othydromorphine  
Dimethyltryptamlne  
Clipipanone  
FenethyNne 
gamme-Hydroxybuty acid  
Heroin  
Hydromorphinol  
Hydroxypelhidine  
lbogaine  
Lysergic acid diethylamide (LSD)  

25 
30 
25 
30 
15 
25 
25 
25 
25 
30 
30 
25 
55 
50 
40 
50 
35 
25 
2 
2 

25 
25 
25 

150 
25 
25 
25 
45 
25 
86 
53 
25 
25 

2 
2 
2 
2 
2 

25 
2 
2 
2 
2 

25 
25 
25 
25 
2 
2 
2 
2 
2 
4 

3 
70 
5 

305 
25 
25 

11,000 
3,000,000 

35 
5 
5 

7a250,000 
50 
2 
2 
5 

40 
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L 

L 

Basic class 
Proposed 2016 

quotas 
(9) 

Marihuana  
Mescaline  
melhaqualona  
mathcathinere  
Melhyldesorphine  
Merhyldthydromorphine  
Morphine methylbremide  
Morphine mathylsulfonate  
Morphine-MoxIde  
AP(1-Adamanty1)-1-penly14H-indazele3carboxamide (AKB48)  
AP(1-Arnino-3,3.dirnerhyl-1-oxobUtan-211)-1-pentyl-1H-indazole-3-carboxamide (ADB-PINACA)  
N-(1.Arnino..3-methyl-1-exabulan-211).1-(4-fluorobenzyl)-1ffindaoale-ScarboxamidelAB-EUBINACA)  
N(1-Aminetmethyl-1-cxobutan-2N)-1-(cyclohexylmelhyl)-1t.indazole-3-carboxamide (AB-CHMINACA)  
AP(1-Amino-3-rnettyl-1-axobutan-211)-1-Penryl-1HAndazete-Scarbogamfda (AB-PINACA)  
N,N-Dimelhylamphetamine  
Naphtnylpyrovalerone (naphyrone)  
N- Benzylpipeusine  
MEthyi-1-phenyloyelohexylamine  
N.Ethyampeetamine  
APHydroxy-3,4-methylenedioxyamphetamine  
Noracymethadol  
Norlevorphanol  
Norrnethadono  
Normorphine  
Para.fluarotentanyl  
Parahexyl  
Phenomorphan  
Pholcodine  
Pailocybin  
Psilocyn  
Ournolin-811 1-(5-fluaropenty1)-1H-IndoleScarboxylate (5-fluere-PB-22; 5F-PB-22)  
Ouinoiln-8.y1 1-penty1-1H-indele-3-carboxylate (PB-22; CUPI C)  
Tatrahydrocannabinols  
Thlofentanyl  
Molina  
Trimeperidine  

200,000 
25 
10 
25 
5 
2 
5 
5 

350 
25 
25 
25 
15 
15 
25 
25 
25 
5 

24 
24 
2 

52 
2 

40 
5 
5 
2 
5 

30 
50 
25 
25 

511250 
2 

25 
2 

h e u I e II 

1-Phenylcyclonexylamine  
1-Piperidinocycloheuanecartoonitrile  
4-Anilino.Nshenethy1-4-plperidine (ANPP)  
Alfentanil  
Alphaprodine 
Amoterbital  
Amphetamine (for conversion)  
Amphetamine (for sale)  
Cartentanil  
Cocaine  
Codeine (for conversion)  
Codeine (for sale)  
Dextropropoxyphene  
Dihydrocodeine  
Diphenoxylale (for conversion)  
Ciphenoxylate (for sale)  
Ecgonine  
Ethylmorphine  
Fentanyl  
GlutelhIrmde  
Hydrecodone (for conversion)  
Hydrocodone (for sale)  
Hydromerphone  
Isornathadone  
Levo-alphacetylmethadol (LRAM)  
LevomethOrphan  
Levorphanal  
Lisdexamfetamine  
Meperidine  
Meperidine InterMecfiale-A  
Meperidine Intermediate-13  
Meperidine Intermediate-C  
Metazocine  

5 
5 

2,950,000 
17,750 

3 
25,125 

15,000,000 
37,500,000 

19 
200,000 

50,000,000 
63,900.000 

45 
226,375 

31,250 
337,500 
125,000 

a 
2,300,000 

3 
235,000 

68,500.000 
7,000,000 

5 
4 

30 
7,125 

29,750,000 
5,450,000 

6 
11 

6 
19 

Page 1056 Vol. 1



42544 Federal Register/Val. 80, No. 137 / Friday, July 17, 2015 / Notices 

Basic class 
Proposed 2015 

quotas 
(9) 

Methadone (for sale)  
Methadone Intermediate  
Melhamphetamine  

31,575.000 
34,376,000 
2.061.375 

11,250,000 grams of /eve-hisser/ephedrine for use In a non-controlled, nan-prescription product 750,000 grams for methan) stamina mostly for 
conversion to a schedule IR product; and 61,375 grams for rnetnamphetamine (for sale)] 

Meinylphenidate  
Morphine (for conversion)  
Morphine (for sale)  
Nabllone  
Noroxymorphone (for conversion)  
Noroxymorphono (for sale)  
Opium (powder)  
Opium (tincture)  
Odpavine  
Oxycodono (for conversion)  
Oxycodone (for sale)  
Oxymononone (tor conversion)  
Oxymorphone (for sale)  
Pentobarbital  
Phenazocine  
Phencyclidine .  
PhenmetrazIne  
Phenylacetone  
Racerrethorphan  
Remitentanll  
Secobarbeal  
Sufentanil  
Tapentadot  
Thebaine  

137,500,000 
01,250,000 
62,500,000 

15,750 
17,500,000 

1,475,000 
112,500 
687,500 

30,000,000 
6.250.000 

139.150.000 
29,000,000 
7,750,000 

38,125,000 
6 

50 
3 

50 
3 

3.750 
215.003 

6 255 
25,500,000 

125,000,000 

List I Chemicals 

Ephedrine (ler conversion)  
Ephedrine (for sale)  
Phenylpropanolamine (for conversion)  
Phenylpropanolamine (for sale)  
Pseadoepheddne (for conversion)  
Pseudoephedrine (for sale)  

100,000 
4,000,000 

22,400,000 
8,500.000 

7,000 
224,500,000 

The Administrator further proposes 
that the aggregate production quotas for 
all other basic classes of schedule I and 
II controlled substances included in 21 
CFR 1308.11 and 1308.12 remain at 
zero. In accordance with 21 CFR 
1303.13 and 21 CFR 1315.13, upon 
consideration of the relevant factors, the 
Administrator may adjust the 2016 
aggregate production quotas and 
assessment of annual needs as 
necessary. 

Dated: fuly 11, 2015. 

Chuck Rosenberg, 

Acting Administrator. 
(FR Doc 1016-17561 Filth 7-16-15; 0:45 unl 
ensom COLE P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

(Docket No. DEA-3921 

Importer of Controlled Substances 
Registration: Meda Pharmaceuticals, 
Inc. 

ACTION: Notice of registration. 

SUMMARY: Meda Pharmaceuticals, Inc. 
applied to be registered as an importer 
of a certain basic class of controlled 
substance. The Drug Enforcement
Administration (DEA) grants Meda 
Pharmaceuticals, Inc. registration as an 
importer of this controlled substance. 

SUPPLEMENTARY INFORMATION: By notice 
dated March 20, 2015, and published in 
the Federal Register on March 27, 2015. 
80 FR 16426, Meda Pharmaceuticals, 
Inc., 705 Eldorado Street, Decatur. 
Illinois 62523 applied to•be registered as 
an importer of a certain basic class of 
controlled substance. No comments or 

objections were submitted for this 
notice. 

The DEA has consid red the factors in 
21 U.S.C. 823, 952(a) and 958(a) and 
determined that the registration of Meda 
Pharmaceuticals, Inc. to import the 
basic class of controlled substance is 
consistent with the public interest and 
with United States obligations under 
international treaties, conventions, or 
protocols in effect on May 1, 1971. The 
DEA investigated the company's 
maintenance of effective controls 
against diversion by inspecting and 
testing the company's physical security 
systems, verifying the company's 
compliance with state and local laws. 
and reviewing the company's 
background and history. 

Therefore. pursuant to 21 U.S.C. 
952(a) and 958(a). and in accordance 
with 21 CFR 1101.34, the above-named 
company is granted registration as an 
importer of nabilone (7379) a basic class 
of controlled substance listed in 
schedule IL 
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Drily r I Comment Amount _ Response Proposed APO Revised APO Chancre 
5-Plouro•P13•22. (b)(4) -increase APO - 5 APO sufficient 25 25 ' .. 

AD•CHM1NACA increase APO 5 APO sufficient 15 I5 - 
AD-RJEnNACA increase APO 5 .. APQ sufficient 25 25 . 

. AII•PINACA inCrease 6P0 5 APO sufficient 15 15 -
acetyl fentanyl increasUPO 5 insufficient AK); adjust accordingly • 100 100 
acetyl fcmanyl increase APQ 50 see above see above see above 
ADR-PINACA int-tea-Sp APO 5 APQ sufficient 25 25 • 

amphetainine (for sale) increase APO 3.904.000 insufTscient APO: adjust accordingly 37,500;000 -39,705,000 2.205,000 
• codeine (for sale) increiscAPO 30501 000 APO sufficient 63,900.000 63900,00Q 

codeine/for sate) increase APO 16.700 000 see above see above see above 
gamma hydroxybulyrie acid increase Apo 30.000 APO sufficient 70250 000 70250,000 - 

levornhanol increase APO 5 100 APO sufficient 7,125 7,125 -
marihuana inereuse APO 11,000 insufficient APO; adjust accordingly 200,000 658,000 458,000 

• methyl phenida te increase APO 44.279_000 insufficient APO adjust accordingly 87.500.000 96.750030_ 9,250,000 
• methyl phenidate increasq_APO 7-200_000 see above sec above see above 

nabilone morose APO 2.500 APQ sufficient 18,750 18,750 • 
oxymorptioneifor conversion) increase APO 3 756 000 APO sufficient 29,000,000 29,000,000 

oxymorphoneffor sale) - increase APO 2.386,000 APO sufficient 7,750000 7,759.000 - 
PB.22 increase APO 5 APO sufficient 25 25.. - 

Till-2201 increase APO 5 APO sufficient 15 15 - 

— . 

Number of registrants/ entities commenting: 4 
Number of drugs commented on: 20 (minus 3 duplicates) 17 

CMEAS'isemical Commons Comment Amount Response ProBow.d AAN RevisrslAAN Change 

Number of registra nts/ent Wes commenting: 
Number of List I chemicals commented on: 

Additional Drug Considerations: 
Drat, Romanic • Proposed Revised Cbanne 

marihuana 1(b)(4) Intentioned in their 2015 request that they would need at least 40kg snore in 2016 sec above see above 
hydromorohone 0)(4) 1has validation requirements of 1,062kgs 7,000,000 8,250,000 1250.000 

hydrocodone (for sale) Down shin in Prescription demand continues in 2015 88,500,000 88,500,000 - 

Additional Chemical Considerations: 
Drily Res e Promised Revised Chu nor__, 

Created by 00E4 on 840-15 
2016 Established APQ AAN 

Summary of comments received (or 2016 proposed initial APQ 
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(b)(4) 

April, 2015 

The following tables outline the calculations performed in order to estimate the 2016 quota 
requirements for , b)(4) (b)(7)(E 

Notez The quota amounts listed in the tables represent the amount required for production to meet 
commercial demand. The actual requested amount will be 1-2 kgs higher.  ;b)(4)  annually 
requests small quantities of manufacturing quota for their plant support efforts. When production 
encounters challenges, the R&D group may have to repeat the manufacturing process on lab scale. 
Quota consumption is required since this is not development work but running the validated process 
on a smaller scale. 

Table I: 2015 H e for Sale Manufacturing Quota (kgB) 
Assumes dditional Quota will be granted in 2015 

Initial 2015 
Grant 

Additional 
2015 Grant 

2014 Ending Inventory 5,452 5,452 
Non saleable material 120 120 

2014 Available End. Inv. 5,332  5,332 

2015 API Quota (Procure) 26,999 2699
2015 API Quota (Manufacture) 2,937 C--- 9, -

2015 Dispositions: 
Sales 26,881 26,881 

Processing Losses 4- 
--. .---‘‘—.4(1 , ... - — • 'INT,41;?.,:;',

1..?.0t),.. 

WA 
2015 Ending_Inventory  4,307 9,122 

Converted to % Yearend 18.3% 38.7% 

Table II: 2015 Hydrocodone for Sale Yearend Calculation 

kgs, base , 
2014 Dispositions 20,276 
2015 Estimated Dispositions 26,881 
Average 23,579 
50% Inventory Allowance 11,789 

Page 1 of 4 
CONFIDENTIAL BUSINESS INFORMATION 
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2416 Manufacturing Quota Submission Supporting Tables 
Hydrocodone for Sale (9193) 
April 2015 

Jb)(4) (b)(7)(E) 

Table In: 2016 Hydrocodone for Sale Manufacturing Quota (kgB) 

2016 Inventory Calculations Total 
2015 Enditig Inventory 9,122 
Non saleable material 0 

2015 Available End. Inv. 9,122 

2016 API Quota (Procure) 20,500 
2016 API Quota (Manufacture) 

, 
9,000 

2016 Dispositions: , 
Sales 23,209 

Processing Losses 
4 .;Als 1 
:. : Y'''.

2016 End1  Inventory 13,175 
Converted to % Yearend 52.6%

Table IV: 2016 Hydrocodone for Sale Yearend Calculation 

kgs, 
base 

2015 Estimated Dis1ositions 26,881 
2016 Estimated Dispositions 23,209 
Average 25,045 
50% Inventory Allowance 12,523 

Page 2 of 4 
CONFIDENTIAL BUSINESS INFORMATION 
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2016 Manufacturing Quota Submission Supporting Tables -
Hydrocodone for Sale (9193) 
April 2015 

(b)(4) (b)(7)(E) 

Table V: 2015 Projected Hydrocodone Process Loss Information (kgB) 

PROCESS LOSSES BASED ON 
CURRENT GRANT 

2014 YIELDS FOR ESTIMATE 
ADDITIONAL 

WITH 
QUOTA 

Output 
of Step 

Loss by 
step Description Input to Step Process Yield 

Net output 
a step 

Loss by 
step 

Input to 
Step 

Hydrocodone for Sale - MQ I. , 
CPS Thebaine to Crude hydrocodone (CHB) 3,357 87.5% 2937 6,929 6,063 
CHB to purified hydrocodone base (PHB) 2,937 94_0% 2,761 (176) 6,063 

. 
5,609 (364) 

PHB to hydrocodone bitartrate (HBT) 
. 
 2,789 84.6% 2,359 ., (429) 5.699 4,822 (878) 

(6) HBT to HBT Finished Good API 2,855 99.9% 2,852 (3) 4,822 _ 4,816 
(609) (1,247) 

Hydrocodone for Sale - PQ 

PHB to hydrocodone bitartrate (HBT) 27,912 88.5% 24,697 (3.215) 0 0 0 
HBT to HBT Finished Good API 26,927 99.1% 26,671 (255) 0 0 0 

Reprocessing of DOS HBT 
f

- 
(3,471) 0 

Table VI: 2016 Projected Hydrocodone Process Loss Information (kgB) 

Calculations2016 Process Loss 

Description 
Input to 

Step 
Net output 

of step 
Loss by 

step 
Process 
Yield 

Hydrocodone for Sale - MQ — 
CPS Thebainc to Crude hydrocodone 10,286 87.5% 9,000 

Crude hydrocodone to purified hydrocodone base 9.000 94.0% 8,460 (540) 

purified hydrocodone base to hydrocodone bitartrate 8,460 84.6% 7,157 (1,303) 

(9) HBT to HBT PG 7,157 
... 

99.9% 7,149 

Total MQ 
.... 

(1.851) 
Hydrocodone for Sale - PQ 

purified hydrocodone base to hydrocodone bitartrate 20300 99A%  20,306 (194) 

HBT to HBT PG 20,306 99_1% 20,113  - (193) 
Total PQ (387) 

Page 3 of 4 

CONFIDENTIAL BUSINESS INFORMATION 
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2016 Manufacturing Quota Submission Supporting Tables — 
Hydrocorlone for Sale (9193) 
April 2015 

(b)(4) (b)(7)(E) 

The CPS ATA is needed to produce hydrocodone, oxycodone and thebaine. The 2016 
requirement is captured on the 2016 Oxycodone document. Thank you in advance for considering 
this request. If you require any additional information, please do not hesitate to contact me at 
bi(61 

Director, Controlled Substance Compliance 

Page 4 of 4 
CONFIDENTIAL BUSINESS INFORMATION 
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6..1c Clasp: 03508 
1901F12 lit0u6eled: 4144061.155 

2016 Establish APO We ttstmt% 
LOA EST. 
1145 661: .276 

WA 

Dernpasy OLA Num 2016 Requested MO 2945 Reeked u0 2014661es 20110E4 Mt 6.19e. % or 2014 Sales Share of nu! Total PO 2016 i noentory 2015 Protected 6sporte 2015 Protesiod Saba 114j Av01 COO GAF 12slop CFR 50% keent 614 

(b)(4) (b)(7)(E) 5003 5.030 2000 22658209 315 0005 0000 1.600 o 033 scio 4.950 .3 350 5 000 

20000 6.000 0.900 256513289.315 0005 0000 .9300 10000 20400 0.000 30000 20 030 

103000 100000 33.028 25,658,289.300 0040 54 641 ' r2.664 COCO 20000 141.198 .29363 100000 

629,000000 619.003.003 0000 25,650289 309 a MO 0000 0030 0 CM faaonoao 471.oca 000 157,003000 471,000 030 

295000000 29.3000.020 241282.000 25,658289210 0 039 399,731.596 247.150.000 0.000 997,219000 407,367000 215218456 2152113495 

15000000000 13,363,69/.000 8,779615000 25,658,789 315 0 362 14004350202 3,812,209000 910.340030 16,392,120050 12862747,000 21207,826577 12,602747 000 

1,000090 1600.000 4168 25656269 319 0000 6722 501,534 0080 1003033 1,128.151 -245119 1030 000 
30.501.000000 21,767,000.000 15.929.097 000 25,6592139.300 0 621 23.744561.618 4,360520000 0.000 25,472033000 19800640.000 26,946.919523 21767,000.000 
6460.000000 35425E5.000 699,517.030 25.658.769.319 0027 1.129945144 7,518.000 0000 6216,000000 2.664352.750 . 4.963.102.430 4.062192413 

Mq rouir 54668125.000 19599.391000 40 300.282 925 

2015 Final Inttlal APO; 30690,000000 
2015 Rol Reeled APO, 51.126000.002 
FDA 060 (2015 InItiol AP4- 1 FDA Fetr 39600000.003 
1745 Cat MIS toklal APO. 1 • 1MS Est): 54521.650.000 

2016 Propleect0n160 APO: 51.122.03300a 
2014 Proposed 641461 APO let 25% b1410: 63902039000 
2016 EitablIfiliod APO: 51,120,030.002 
2016 Erabllalted APO err 23% 0.8761: 63.900603003 

- 

CODEINE (FOR SALE 

Page 1063 Vol. 1



Gast Claws: 91o346 
70141PQ P4ouearsd, 68645,535.600 

2010 Establish APO Werkeltasts 
FDA Est; 
195 Est: 

-077 
- 127 

Clam cue nu 0E4 Nuns 2060 Rosocsted 610 2015 Revised 110 2014 Sales 2014061 MO 64140 x012014 0614a Shaer et 2016 60121 PQ 2014 Itseledoiy 2015 Prejaccod Exporti 2045 Projected sates Acl) Ara Cot Cat Using 0719 50%00.901 140 

(b)(4) (b)(7)(E) 6 000 0000 0900 48.367.669.913 0 000 0.000 0051 0000 4 NO 3 766 0.199. 5.000 

104,703.003 74.530103 10 030 46,362,660015 0 000 16 377 0 COO 0.000 164.700020 55,912.300 108416.471 100,610 471 

20.000 20 020 6.735 41067,669 015 0000 12 377 66 122 020 1000 64.01? .17.051 20 033 
466000.000 140.3472.000 10.105.001 443,a37.669 115 0000 35,109 365 ' 23.030 COO 0 000 406.030000 122649600 401,400200 401,420.206 

5.000.000 6.903.030 5.306100 413637661 915 0000 0.740 170 1,673 047 0 030 5.501000 3,679.7433 11,977,160 5,000.000 

3./70 000.000 " I' ' 22**6.0013 1,901601.030 40.357,666615 0039 3,405,134.030 2.139 601 000 0 020 3.633.033 000 4034.397.750 3,232,619.037 3 902611.539 

29.149.0041.000 2426150.000 07,763,135.000 411,37,650915 0.357 31.724.559.059 7668.468 000 12.200.000 143.1150.610 000 20,947.476,250 35.653665.571 20000600.000 

9,CO2.000 030 2839.060.003 165.9,636000 46367669 915 01114 31150291010 643,389 OM 0 ow 7,149,001 000 2.656.191.750 6,114,237686 2.610.791.730 
23.652,000000 26,122,000 000 26,651,112.000 46167669:115 0.566 49625290662 2,771,066000 0.000 20.502,000000 21,677609.500 59,917,734653 23,1332.300.000 
6.522.020.000 1,636,539.000 575.106020 40,307660 915 0.012 1056.879 165 3,703,945.000 0000 5.091000003 4.006.463.003 2221.249.707 4,006,653.010 

6.000.000000 0,190,290.002 .10.156,000 40, T.669.913 0 001 60,452 673 3.796.2132000 0.000 9.100.002000 5L531.403 505 -3,675672.906 0600.000100 

010 TOtats: 74.912.623.000 61,591691000 31,748,120 530 6x064,409964 

2C 05 Pod 6110.11 APO: 79,700003 060 

2015 gm,' Advised APO: 70,700,000.000 
FIDA Eat 12015 InI621 APO • 1 . FDA Est): 73$53.130.000 
Its Eat: (20150450 APO.  1 . itiS CO: 69.146,220000 

7016 Proposed 100101 APO: 

2030 Proposed 1.11431 WO srf 25% *antec 

2014 Esublisbod APO: 
2018 Eaaeliened APO w 25% outler 

70103,000.000 
06.503v00000 
70,000,000000 peposectnestue is slippy less son 04 tweet, ECA 6111S esuni.A46 
56.500.005.003 

HYDROCCO011e (FOR SALE) 
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Oak Cuss, 516040 
700.1 PO 114.944114211 2.761.560 166 

2010 611%141 APQ Worksheets 

FOA Est: 

INS ENt 

-.007 

- 07 

Gan 0EA Num 2005 Rquosket 140 2005 Ravisad 110 • 2014 Sales 2054 DEA MO Sot*. % 01 2114 SaAt Snare of 2018 5010 POI 2014 1....nrory 2015 Plolects4 E4part4 2015 Projec104 Saks 44141.540.oic C. 05in9 CVO 5416. Im401 5.50 

(b)(4) (b)(7)(E) 5000 S 060 0 060 4.046947 Ms 0.000 0 005 0.000 0.000 4.000 3 700 0.756 5.060 

IX= 000 57.52500 0 005 4043947.266 0 000 0600 0.010 0900 105.500 000 43,143 750 33550 250 63.666250 

20 000 0.100 0 000 4,043547.266 0000 0 000 o coo 10.000 20.100 0.000 50 .000 20000 

20.000 30.000 0 WAS ..045,13,17 2611 0 ow 0.043 03627 5 600 5 Pr 56 695 45 fif 1 20 000 

57.400.000 74.17300o 23021503 1 043942 zoo 0 006 16271.051 72158_000 rt000 57.900000 64,906.760 10.415.00. 57,560 000 

651,455 COO 574.137.0,30 4115.470 172 4046.947 26d 0.170 33167E1.713 216377.551 5,900 000 576,221 030 503,111.140 544.013 266 593.111 140 

403000 000 372.452010 /03 560 COO 4 Ce6 107.268 0,327 263.564 127 70.902007 0.000 126600 000 619,538100 240.734 155 445,000000 

020.000.000 1,160,000.000 765 703 CM 4043947.265 0,107 517,762017 665995000 0.000 505.215000 1654.401250 -9455:.404 520000 000 

LOX COO 0.000 0.000 4.016.947238 00(5 0 000 0.660 0.000 5,005010 0000 1,080 000 1000000 

0.265.000 000 2.621.000000 2.171.736.010 4.040947 266 0.537 1.4.82940.746 517.097.033 0.000 2732.000000 2.100.572750 1,002,378072 2206,000003 

4.062,000000 0.000 0.007 4,046047.266 0000 0.000 0.000 0.000 0000 0 000 0,000 1.06-2000000 

1906000000 506000 000 005,613 000 4.656947.266 0 020 71682.973 2218.000 667.500.000 8 x1.070 603 377,012500 1276.285 717 1,276x15.717 

942 194.4h: 7.040.253.000 6.520.322.030 6.677,005106 

2015 010•114014J APCo 5,600,020 000 
2015 FLoal Rov.144.3A1Cr. 0 000 

FDA Est (20151411143 FPO . 1 • FDA Eat): 3, 3,000 000 

1445 Cot: (10151610.41API2 • 1.1125 EH): 6.200,005 000 

140 (b)(4) doestls ortusi for valirtation (01 efforts) 8,4 does not 3s1 Wick size re quiements 

2015 0,45.0.44166.0 APO: 

2016 566906.011011141400 55% 00e0e, 

2010 Eltal4150.1 APO: 

0015 Emu blutb APO 4123% C1514.6 

5,600= OM 

7.001006 r40 

0600,000 000 rounded 110 MO oslirriedes 1404040 or(b)(4) 

3.250,0M.= 

siidation efforts 

HYDROMORPHONE 
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(b)(4) 

August 12, 2015 

Drug Enforcement Administration 
Attention: DEA Federal Register Representative/ODL 
8701 Morrissette Drive 
Springfield, Virginia 22152 

RE: Docket No. DEA-420N 
Noramco Comment to Federal Register Vol. 80, No. 1371 Friday, July 17,2015 Notices 
Pages 42540-42544 FR Doc No: 2015-17561 

Dear DEA Federal Register Representative: 
(b)(4) erewith comment to a portion of the 
above referenced Federal Register proposal. Specifically, (b)(4) believes that 2016 Proposed 
Aggregate Production Quotas for Schedule I and II Controlled Substances and Assessment of 
Annual Needs for the List I Chemicals Ephedrine, Pseudoephedrine, and Phenylpropanolamine 
for the listed drug codes below may not he adequate for the medical, scientific, research and 
industrial needs of the United States. 

Drug Drug Code 

Amphetamines 1100 
Methylphenidate 1724 

Codeine 9050 
Oxymorphone for Conversion 9652 

Oxymorphone 9652 

b)(6) 

Director, Controlled u•stance ompliance 
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(b)(6) 

b)(4) 

August 14, 2015 

Dr. Christine. A. Sannerud 
Chief 
Drug & Chemical Evaluation Section 
DEA Headquarters 
8701 Morrissette Drive 
Springfield, VA 22152 

L 

(b)(4) 

(b)(4) 

RE: 2016 Initial Aggregate Quota Requests for 

(b)(4) 

(b)(4):(b)(7)(E) 

requests these manufacturing quotas be addressed as part of the initial 
aggregate process. Please consider these requests at this time. 

9821 Ace 1 Fentanyl 
submitted an application to add the 9821 acetyl fentan 1 dru class to its 

manu acturmg registration. Once the DEA drug class is granted, will submit 
a manufacturing application request for 50 g AA of acetyl fentanyl manufacturing quota 
for 2016. (b)(4) requests that DEA consider the 50 g AA future request as part of 
the aggregate determination process. 

9050 Codeine (for sale) 
requests 16,700,000 g AA of codeine (for sale) manufacturing quota 

(Reference #124222 on August 13, 2015) for 2016 (See Exhibit A) 

(b)(4) 

10 amma Hydroxybutyric Acid 
•equests 30,000 g AA of gamma hydroxybutyric acid manufacturing quota 

(Reference #124225 on August 13, 2015) for 2016 (Sec Exhibit B). 

9220 Lever hanol 
requests 5,100 grams AA of levorphanol manufacturing quota (Reference 

12 223 on ugust 13, 2015) for 2016 (See Exhibit C). 

Contains Confidential and Proprietary Business Information 
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1724 Meth 1phenidate 
requests 7,200,000 grams AA of methylphenidlite manufacturing quota 

(Reference #124221 on August 13, 2015) for 2016 (See Exhibit D). 

Sincerely, 
(b)(6) 

Supervisor, Controlled Substances Compliance 
(b)(4) 

Office phone
Cellular (b)(6) 

(b)(6) 

Contains Confidential and Proprietary Business Information 
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(b)(4) Additional Codeine Quota Request 

Supplemental Information 
Exhibit A 

8/1312015
MB 9050 Codeine Sales 

(b)(4);(b)(7)(E) 1' 
Grams Base Class (AA) _ . 

AA grams 
AA grams_ .... ._ _ 
CY 2015 

AA grams 
Salt Kg AA grams 

igi 'stalk) n Customer Code 2013 Act 2014 Act Est.Total 2018 Est Percent 
(32) 

Lleci 
Inventory Bulk Controlled Substances 2,511,455 1,819,241 

1,994,058 
3,596,606 
2,000,000 

3,901,486 
2,000,000 (11) 

(34) 

.... In-Process Material
Total inventory 

2,659,828 
5,171,283 3,813,299 5,596,606 5,901,486 

3,857,701 7,897,000 7,215,000 E b)(4);(b)(7)(E) 1561 5,288,713 43.6% 
E 1561 0 0 644,000 0 3.6% 
E 1548 2,311,212 1,309,410 

0 
0 

2,432,239 
1,598,400 

3,106,520 
740,000 

13.4% 
E 
E 

1548 
1548 

0 
0 

8.8% 
2.1% 379,620 0 

E 1548 0 0 627,520 
466,200 
592,000 

444,000 
296,000 
592,000 

0.0% 
0.0% 
3.3% 

E 
E 

1548 
1548 

400,619 
740,000 

333,000 
888,000 

E 1548 0 156,880 370,000 74,000 2.0% 
E 
E 

1548 
1548 

0 
55,56o 

. 222,000 
107,300 

308,832 
238,280 

444,000 
148,000 

1.7% 
1.3% 

E 1548 0 0 71,780 370,000 0.4%, 
E 
E 

1548 
1548 

525,400 
166,500 

99,900 
333,000 0 0 

0.0% 
0.0% 

I • Others 695,420 515;167 52,667 1,747,260 0.3% 
E 1(b)(4),(b)(7)(E) 1580 356,696 373,235 356,000 300,000 2.0% 

Disposition Domestic 10,540,061 8,195,593 16,034,537 15,476,780 88.5% 
India 

All Other Export 

1550 , 0 
1,648,720 

518,000 
176,453 

1,902,540 
186,376 

777,000 
141,340 

(35) 

Export 1,648,720 694,453 2,086,916 
18,123,453 

918,340 
16,395,120 

11.5% 
Total Sales 12,168,781 8,890,046 

136) Acquisition Codeine (tor Sale) Production 12,259,098 6,971,723 19,906,760 16,700,000 

On Quota previously granted (13,900,000) (13,145,613) (13,364,000) 
6,542,760 

(15,000,000) 
1,700,000 

._ 
(38) Codeine (for Sale) quota needed 

. 
. r 50% Rule 

6,705,039 

Contains Confidential and Proprietary Information 
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(b)(4) Additional GHB Quota Request 
Supplemental Information 

Exhibit B 

8113/2015 
SZ 

1 1 
2010 Gamma Hydroxybutyric Acid 
b)(4),(b)(7)(E) 

AA grams Grams Base Class (AA)it.
AA grams 

1 AA grams 

i Code 
AA grams CY 2016 AA grams 

lym Recisiration Customer 2013 Act 2014 Act Est.Total 2016 Est Percent 
toiuInventory 
(02) 

(03) 

Bulk Controlled Substances 0 0 0 15,000 
In-Process Material 0 

0 
0 0 0 

Total Inventory 0 0 15,000 

5,000 
— • 

(b)(4),(b)(7)(E) 
.._.. 0 

0 
0 15,000 66.7% 

16 internal Use 0 2,500 0 33.3% 

_._ Disposition ....._.. _ Domestic 0 0 7,500 .. ... 
0 

15,000  _ 
_ 

.... .0°/a Export 0 
0 

0 
. _

0 
0 4) Total Sales 0 7,500 • 15,000 
(05) 

(as) 
Acquisiton Net Production 0 0 7,500 ___

0 

30,000 ___ 
0 

_
Quota previously granted . 0 0 

(07) I 

_ ..... 
Gamma Hydroxybutyric Acid Quota Requested 7,500 30,000 

Contains Confidential and Proprietary Information 
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(b)(4) Additional Levorphanol Quota Request 
Supplemental Information 

Exhibit C 

8113/2015 I 

— 

MB 9220 Levorphanol Sales ____ _ ._ 
(b)(4);(b)(7)(E) 

- 
Grams Base Class (AA) M grams AA grams 

AA grams M grams CY 2015 
Est.Total 

AA grams 
2016 Est  F5erceni Type Registration Customer Code 2013 Act 2014 Act  

(os) Inventory Bulk Controlled Substances 
__ . .. 

41 117 567 1,549 

(02) In-Process Material 1 0 0 0 
1,549 — (03) Total Inventory 42 117 567 

0545 (b)(4) (b)(7)(E) 1,587 2,910 1,450  2,610 
-58 

73.2% 

----1 

0545 0 46 58 - 2.9% 
0545 110 70 0 29 0.0% 

_ Other 346 29 144 29 7.2% 
12.3°70 ` internal Use 0545 630 312 243 232 

Disposition Domestic 
__ _ 

. _. 2,673 3,367 1,895 2,958 

..._ _ 
(04) 

_______ . 
.. . 

Export 0 58 87 1,160 4.4% 
Total Sales 2,673 3,425 1,982 4,118 

(05) Acquisiton Net Levorphanol Production 2,545 
(3,100) 

3,595 2,432 5,100 
(06) 

(07) 
 _ Quota previously granted (1,598) (2,732) (4,500) 

Levorphanol Quota Requested 0 600 

. I 50% Rule _ 
I 1,525 

Contains Confidential and Proprietary Information 
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(b)(4) Additional Methylphenidate Quota Request 
Supplemental Information 

Exhibit D 

8/13/2015 I 
MB 1724 Methylphenidale Sales 

b)(4),(b)(7)(E) • 

Grams Base Class (AA) AA grams 

Customer  I Code 
AA grams 
2013 Act 

AA grams 
2014 Act 

CY 2015 
Est.Total 

AA grams-
Type Reoistralion 2016 Est Percent 
gm Inventory Bulk Controlled Substances 4,052,684 2,899,423 2,070,380 • 2,217,490 
(02) 

(03) 

__. In-Process Material 
Total Inventory 

2,238,698 
6,291,382 

650,562 
3,549,985 

1,500,000 
3,570,380 

1,500,000 
3,717,490 

E 

E 8335 

(b)(4);(b)(7)(E) 0570  6,071,830 
391,500 

4,640,656 
1,694,455 

5,487,954 
s  0 

3,273,810 66.5% 
0 0.0% 

18,9% E 8335 0 0 1,556,217 696,000 
E 
E 

1571 
1571 

0 
1,781,835 

276,660 
609,000 

0 
696,000 

0 0.0% 
696,000 8.4% 

2.5% All Others 1,343,925 158,190 203,667 1,926,180 
E (b)(4);(b)(7)(E) 7654 0 569,710 246,000 400,000 3.0% 

Disposition Domestic 9,589,090 7,948,670 8,189,838 6,991,990 99.2% 
Export Ha 1571 108,505 32,416 64,380 60,900 

Export Base 7654 0 300 0 0 
Export 108,505 32,716  64,380 60,900 

7,052,890 
7,200,000 

0,8% 
(04) Total Sales 9,697,595 7,981,387 8,254,218 
(05) Acquisition Net Production . 12,969,532 5,206,730 8,274,613 
(os) Quota previously granted (13,044,576) (10,460,037) (12,563,564) 0 

7,200,000 (07) Methyiphenidate Quota Requested 

I 50% Rule 
3,795,457 

. 
1 

Contains Confidential and Proprietary Information 
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AMPHETAMINE • 

CODEINE 

DIPHENOXYLATE 

EPHEDRINE 

HYDROCODO NE 

KES2i3M00555 
LEVORPHANOL 

r4 9404148,0 481118`" 

MEPERIDINE 

MPT158D08
METHAMPHETAMINE 

001.1YOMENICIATO. 

MORPHINE 

NALOXONE 

88C* 385818 ., , 

NOrOXyMOrPh011e products (sum) 

• OXYCODONE 

PENTAZOCINE 

146‘11081;881TAL,h ,"::; 
PH ENYLP ROPANOLAMINE 

',,888POPEF11888188"j . , 
REMIFENTANIL 

SUFENTANIL 

t.OkeeNt4*, 

22,564.555 

3.833 

22,756.728 

-( :'4 8;8* 
413.016 

  lien& 

1,972.090 

515‘625' 

63,179.515 61,710.790 

1,927-636F_'.;P.

1.544 2.314 

.4.;41,474t,';' [..$8** 80 ),C 
1,880.965 1,522.736 

6 777 066. 5 805.070' 

14.399 13.192 

"21,759 744' 804.374g8 
28,706.443 26,272.879 

63:599, ,41766' 

433.684 481.367 

; 646.18, n.,341,193 

1,143.801 1,266.726 ,

86:4#6.., :41(CLl?;:!ii7,-ci;;;::: 

22,574.791 

3B 552' 
21,747.588 

2,079.301 

66,704.849 60,357.506 

698.430 565.292 

'" 
2.966 

1871re67t381;.
1.105 1.158 

0.051 0.047 

5,989;766{.

2015 Data based on Jan -Jun 2015 data 

" corrected based on historical IMS data for d,I and d 

" added dexmethylphenidate to methylphenidate 

••• corrected based on IMS capture of OTC market 

0.40% 24,622.361 

-4.43% 

;E8814814,;:C:.

-0.39% 

5.44% 

49.87% 

-19.04% 

,14e1,:: 

21,716.915 

385.932 

2,234.629 

56,372.635 

9.07% 

€05, 
-0.14% 

-6.20% 

7.47% 

2.691 16.29% 

"- ,4a343'5; 
1,243.493 -1834% 

5251 f 61' :t:=94 4% 

-8.38% 11.910 -9.72% 

'20•125.521  5.15% 

-8.48% 24,603.452 -6.35% 

'34;.3$ 0 ;=-4,40..866?' 
10.99% 522.199 8.48% 

26,649.411 8.23% 

- 49G,

27,707.091 27.58% 

386.709 

2,174.679 

t::*45 14 
49,189.077 -12.74% 

"..'0 55 725a;; U 625fP 

2.895 7.57% 

,5A 7512
1,117.645 -10.12% 

11.285 -5.24% 

20, 551428 2.51% 
23,849.454 

275.425 

-3.06% 

-47.26% 

10.75% 1490.310 17.65% 1,825.330 22.48% 

: 4144 '. ' 76.702- 1" 

-9 52% 58,911.473 -2.40% 59,605.015 1.18% 

1114/1 .:• ii:14555$56!..'. x'3.,606(0 1,961301,1:  ' I, ,t 605b 

-19.06% 422.871 -25.19% 333.411 -21.16% 

31;7: 406 . v I , ;.: 523% 

#DIV/0! 1.058 -64.34% 2.751 160.14% 

1.892387033 :' .- 'S.4..295.14

4.75% 1.225 5.63% 1.309 6.89% 
..

423AM ;:. 
"; 41470. ;'. - 4:4*, 

-8.8256 0.041 0.042 2.91% 

L6c24  f5;60-.740 , ;440 10 : A0404 

IMS DATA 2012 - June 2015 with 2015 annual (est) 

Page 1073 Vol. 1



L 

L 

2016 Establish Adjusted Aggregate Production Quotas and Annual Assessment of Needs 

• Section 306(a) of the Controlled Substances Act (CSA) requires the Attorney General to 
establish the production amount of each basic class of Scheditle I and II controlled substances 
and for the List I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine. This 
responsibility has been delegated to the Administrator of the Drug Enforcement 
Administration (DEA). 

• DEA regulations allow the Administrator to revise the established annual aggregate 
production quota (APQ) and assessment of annual needs (AAN) after review of pertinent 
information provided from various sources including DEA-registered manufacturers and the 
Food and Drug Administration (FDA). 

• The attached Federal Register notice, prepared for your signature, reflects the calendar year 
2016 established aggregate production quotas (APQ) for schedules I and II controlled 
substances and assessment of annual needs (AAN) for the list I chemicals ephedrine, 
phenylpropanolamine, and pseudoephedrine for which the United States has medical, 
scientific, industrial, export and reserve stock requirements. 

• As stated in the 2013 Federal Register Notices, DEA continues to add an additional 25% to 
the APQ for schedule II substances and those schedule I substances that are used to produce 
drugs that have a medical need (specifically, GHB and tctrahydrocannabinols) to prevent 
potential drug shortage issues. 

• Although DEA and FDA have signed an MOU for the transfer of information between the 
agencies, FDA did not respond to DEA's August 13, 2015 request for information and 
clarification regarding methylphenidate which is utilized in ADHD medications domestically 
and abroad. The request was based on DEA's knowledge of FDA's success in a court 
challenge regarding their recent downgrade of 2 manufacturers' generic equivalents of the 
brand. Therefore, the APQ for methylphenidate is based on manufacturers' data and recent 
shifts in the visible market. 

• Expeditious review and publication of this notice is necessary to ensure an uninterruptable 
supply of schedule I and II controlled substances as well as list I chemicals ephedrine, 
phenylpropanolamine, and pseudoephedrine for the legitimate medical, scientific, industrial, 
and export requirements of the U.S. 

• The following points provide brief explanations of the changes from the proposed revised 
AAN & APQ values: 

List I Chemicals: 

• No changes 

Controlled Substances: 

DEA/OD/ODQ 8/26/2015 Page] of 2 
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• OD is recommending an increase in the APQs for amphetamine (for sale) and 
hydromorphone. The increases are based on increased product development and validation 
effort requirements by bulk manufacturers. 

• OD is recommending an increase in the APQ for marihuana. The increase is based on the 
requirements from bulk manufacturers to supply cannabidiol or other marihuana extracts to 
dosage-form manufacturers conducting product development activities with the objective of 
receiving FDA approval of their products. 

• OD is recommending an increase in the APQ for methylphenidate. The increase is based on 
the FDA downgrading the efficacy rating for two generic manufacturers of the brand 
Concerta® . This change is to allow the remaining authorized generic and brand 
manufacturers to supply the entire domestic market. 

• OD is recommending an increase in the APQ for N-(1-phenethylpiperidin-4-yI)-N-
phenylacetamide (acetyl fentanyl). The increase is based on its newly established 
temporary control status as a schedule I controlled substance and the need for reference 
standards. 

DEAJOD/ODQ 8/26/2015 ' 
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BILLING CODE 4410-09-P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-420F] 

Established Aggregate Production Quotas for Schedule I and H Controlled 

Substances and Assessment of Annual Needs for the List I Chemicals Ephedrine, 

Pseudoephedririe, and Phenylpropanolamine for 2016 

AGENCY: Drug Enforcement Administration, Department of Justice. 

ACTION: Final Order. 

SUMMARY: This final order establishes the initial 2016 aggregate production quotas 

for controlled substances in schedules I and II of the Controlled Substances Act (CSA) 

and the assessment of annual needs for the list I chemicals ephedrine, pseudoephedrine, 

and phenylpropanolamine. 

EFFECTIVE DATE: Effective [INSERT DATE OF PUBLICATION IN THE 

FEDERAL REGISTER]. 

FOR FURTHER INFORMATION CONTACT: John R. Scherbenske, Office of 

Diversion Control, Drug Enforcement Administration, 8701 Morrissette Drive, 

Springfield, VA 22152, Telephone: (202) 598-6812, 

SUPPLEMENTARY INFORMATION: 

Legal Authority 

The Drug Enforcement Administration (DEA) implements and enforces titles II and 

III of the Comprehensive Drug Abuse Prevention and Control Act of 1970, as amended. 

Titles II and El are referred to as the "Controlled Substances Act" and the "Controlled 

1 
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Substances Import and Export Act," respectively, and are collectively referred to as the 

"Controlled Substances Act" or the "CSA" for the purpose of this action. 21 U.S.C. 801-

971. The DEA publishes the implementing regulations for these statutes in title 21 of the 

Code of Federal Regulations (CFR), chapter II. The CSA and its implementing 

regulations are designed to prevent, detect, and eliminate the diversion of controlled 

substances and listed chemicals into the illicit market while ensuring an adequate supply 

is available for the legitimate medical, scientific, research, and industrial needs of the 

United States. Controlled substances have the potential for abuse and dependence and 

are controlled to protect the public hcalth and safety. 

Section 306 of the Controlled Substances Act (CSA), 21 U.S.C. 826, requires the 

Attorney General to determine the total quantity and establish production quotas for each 

basic class of controlled substance in schedules I and II and for ephedrine, 

pseudoephedrine, and phenylpropanolamine to be manufactured each calendar year to 

provide for the estimated medical, scientific, research, and industrial needs of the United 

States, for lawful export requirements, and for the establishment and maintenance of 

reserve stocks. This responsibility has been delegated to the Administrator of the DEA 

through 28 CFR 0.100(b). 

Background 

The 2016 aggregate production quotas and assessment of annual needs represent 

those quantities of schedule 1 and II controlled substances and the list I chemicals 

ephedrine, pseudoephedrine, and phenylpropanolamine that may be manufactured in the 

United States in 2016 to provide for the estimated medical, scientific, research, and 

industrial needs of the United States, lawful export requirements, and the establishment 

2 
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and maintenance of reserve stocks. These quotas include imports of ephedrine, 

pseudoephedrine, and phenylpropanolamine but do not include imports of controlled 

substances for use in industrial processes. 

On July 17, 2015, a notice titled, "Proposed Aggregate Production Quotas for 

Schedule I and II Controlled Substances and Proposed Assessment of Annual Needs for 

the List I Chemicals Ephedrine, Pseudoephedrine, and Phenylpropanolamine for 2016" 

was published in the Federal Register. 80 FR 42540. This notice proposed the 2016 

aggregate production quotas for each basic class of controlled substance listed in 

schedules I and 11 and the 2016 assessment of annual needs for the list 1 chemicals 

ephedrine, pseudoephedrinc, and phenylpropanolamine. All interested persons were 

invited to comment on or object to the proposed aggregate production quotas and the 

proposed assessment of annual needs on or before August 17, 2015. 

Comments Received 

Twenty comments were received from four DEA-registered manufacturers within the 

published comment period regarding 17 different schedule I and II controlled substances. 

The DEA did not receive any comments regarding the proposed assessment of annual 

needs for the list I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine. 

Commenters stated that the proposed aggregate production quotas for [1-(5-

fluoropenty1)-1H-indazol-3-yanaphthalen-1-yHmethanone (THJ-2201), amphetamine 

(for sale), codeine (for sale), gamma hydroxybutric acid, levorphanol, marihuana, 

methylphenidate, N-(1-Amino-3,3-dimethyl- 1 -oxobutan-2-y1)-1-pentyl-Iff-indazole-3-

carboxamide (ADB-PINACA), N-(1 -Amino-3-methyl- t -oxobutan-2-y1)-1-(4-

fluorobenzy1)-1H-indazole-3-carboxamide (AB-FUBINACA), N-0-Amino-3-methyl-1-

3 
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oxobutan-2-y1)-1-(cyclohexylmethyl)-111-indazole-3-carboxamide (AB-CHMINACA), 

N-(1-Amino-3-methyl-l-oxobutan-2-y1)-1-penty1-1H-indazole-3-carboxamide (AB-

PINACA), N-(1-phenethylpiperidin-4-y1)-N-phenylacetamide (acetyl fentanyl), nabilone, 

oxymorphone (for conversion), oxymorphone (for sale), Quin°lin-8-y1 1-(5-

fluoropenty1)-1H-indole-3-carboxylate (5-Flouro-13B-22), and Quinolin-8-yl 1-pentyl-1H-

indole-3-carboxylate (PB-22) were insufficient to provide for the estimated medical, 

scientific, research, and industrial needs of the United States, export requirements, and 

the establishment and maintenance of reserve stocks. 

Determination of 2016 Aggregate Production Quotas and Assessment of Annual 

Needs 

In detwuining the 2016 aggregate production quotas and assessment of annual needs, 

the DEA has taken into consideration the above comments along with the factors set forth 

at 21 CFR 1303.11 and 21 CFR 1315.11, in accordance with 21 U.S.C. 826(a), and other 

relevant factors, including the 2015 manufacturing quotas, current 2015 sales and 

inventories, anticipated 2016 export requirements, industrial use, additional applications 

for 2016 quotas, as well as information on research and product development 

requirements. Based on this information, the DEA has determined that adjustments to the 

proposed aggregate production quotas for codeine (for sale), hydromorphone, marihuana, 

methylphenidate, and N-(1-phenethylpiperidin-4-y1)-N-phenylacetamide (acetyl fentanyl) 

arc warranted. This final order reflects those adjustments. 

Regarding H-(5-fluoropenty1)-1H-indazol-3-ylknaphthalen-1-yOmethanone (THJ-

2201), amphetamine (for sale), gamma hydroxybutric acid, levorphanol, N-(1-Amino-

3,3-dimethyl- 1-oxobutan-2-y1)-1-penty1-1H-indazole-3-carboxamide (ADB-PINACA), 

4 
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N-(1-Amino-3-methyl-l-oxobutan-2-y1)-l-(4-fluorobenzy1)-1H-indazole-3-carboxamide 

(AB-FUBINACA), N-(l-Amino-3-methyl-1-oxobutan-2-yI)-1-(cycIohexylmethyl)-IH-

indazole-3-carboxamide (AB-CHMINACA), N-(1-Amino-3-methyl- 1 -oxobutan-2-y1)-1-

penty1-1H-indazole-3-carboxamide (AB-PINACA), nabilone, oxymorphone (for 

conversion), oxymorphone (for sale), Quinolin-8-yl 1-(5-fluoropentyI)-1H-indole-3-

carboxylate (5-Flouro-PB-22), and Quinolin-8-yl 1-penty1-1H-indole-3-carboxylate (PB-

22), the DEA has determined that the proposed aggregate production quotas arc sufficient 

to provide for the 2016 estimated medical, scientific, research, and industrial needs of the 

United States, export requirements, and the establishment and maintenance of reserve 

stocks. This final order establishes these aggregate production quotas at the same 

amounts as proposed. 

As described in the previously published notice proposing the 2016 aggregate 

production quotas and assessment of annual needs, the DEA has specifically considered 

that inventory allowances granted to individual manufacturers may not always result in 

the availability of sufficient quantities to maintain an adequate reserve stock pursuant to 

21 U.S.C. 826(a), as intended. See 21 CFR 1303.24. This would be concerning if a 

natural disaster or other unforeseen event resulted in substantial disruption to the amount 

of controlled substances available to provide for legitimate public need. As such, the 

IDEA has included in all established schedule II aggregate production quotas, and certain 

schedule I aggregate production quotas; an additional 25% of the estimated medical, 

scientific, and research needs as part of the amount necessary to ensure the establishment 

and maintenance of reserve stocks. The established aggregate production quotas will 

reflect these included amounts. This action will not affect the ability of manufacturers to 

5 
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L maintain inventory allowances as specified by regulation. The DEA expects that 

maintaining this reserve in certain established aggregate production quotas will mitigate 

adverse public effects if an unforeseen event results in the substantial disruption to the 

amount of controlled substances available to provide for legitimate public need, as 

determined by the DEA. The DEA does not anticipate utilizing the reserve in the absence 

of these circumstances. 

In accordance with 21 U.S.C. 826, 21 CFR 1303.11, and 21 CFR 1315.11, the 

Administrator hereby establishes the 2016 aggregate production quotas for the following 

schedule I and II controlled substances and the 2016 assessment of annual needs for the, 

list I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine, expressed in 

grams of anhydrous acid or base, as follows: 

Basic Class 
Established 

2016 
Quotas 

(g) 
Schedule 1 

(1-Penty1-1H-indo1-3-y1)(2,2,3,3-tetramethylcyclopropyl)methanone 
(UR-144) 

25 

[1 -(5-fluoropenty1)-1H-i ndazol-3-y1](naphthalen- I -yOmethanone (THJ- 
2201) 

15 

[1 -(5-Fluoro-penty1)-1H-indo1-3-y1](2,Z3,3- 
tetramethylcyclopropyl)methanone (XLR11) 

25 

1-(1,3-Benzodioxo1-5-y1)-2-(methylamino)butan-l-one (butylone) 25 

1-(1,3-Benzodioxo1-5-y1)-2-(methylamino)pentan-I-one (pentylone) 25 

1-(1-Phenyleyclohexyl)pyrrolidine 10 

1-(5-Fluoropenty1)-3-(1-naphthoyDindole (AM2201) 45 

1-(5-Fluoropenty1)-3-(2-iodobenzoyl)indole (AM694) 45 

1-[1-(2-Thienyl)cyclohexyl]piperidine 15 

1-[2-(4-Morpholinyl)ethyl]-3-(1-naphthoyl)indole (JWH-200) 45 

l-Butyl-3-(1-naphthoyl)indole (JWII-073) 45 

1-Cyclohexylethyl-3-(2-methoxyphenylacetypindole (SR-18 and RCS-8) 45 

L. 
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1-Hexy1-3-(1-naphthoyl)indole (JWH-019) 45 

1-Methyl-4-phenyl-4-propionoxypiperidine 2 

1-Penty1-3-(1-naphthoyOindole (J W11-018 and AM678) 45 

1-Penty1-3-(2-chlorophenylacetyl)indole (JWH-203) 45 

1-Penty1-3-(2-methoxyphenylacety0indole (JWH-250) 45 

1-Penty1-3-(4-chloro-1-naphthoyDindole (JWH-398) 45 

1-Penty1-3-(4-methyl-1-naphthoyDindole (JWH-122) 45 

1-Penty1-3-[(4-methoxy)-benzoyl]indole (SR-19, RCS-4) 45 

1-Penty1-341-(4-methoxynaphthoyl)lindole (MH-081) 45 

2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E) 30 

2-(2,5-Dimethoxy-4-methylphenyDethanamine (2C-D) 30 

2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C-N) 30 

2-(2,5-Dimethoxy-4-n-propylphenyl)ethanamine (2C-P) 30 

2-(2,5-Dimethoxypheny1)ethanamine (2C-H) 30 

2-(4-Bromo-2,5-dimethoxyphenyl)-N-(2-methoxybenzyl)ethanamine 
(2513-NBOMe; 2C-B-NBOMe; 25B; Cimbi-36) 

25 

2-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C-C) 30 

2-(4-Chloro-2,5-dimethoxypheny1)-N-(2-methoxybenzyBethanamine 
(25C-NBOMe; 2C-C-NBOMe; 25C; Cimbi-82) 

25 

2-(4-1odo-2,5-dimethoxyphenyBethanamine (2C-1) 30 

2-(4-Iodo-2,5-dimethoxypheny1)-N-(2-methoxybenzyBethanamine 
(251-NBOMe; 2C-I-NBOMe; 251; Cimbi-5) 

15 

2-(Methylamino)-1-phenylpentan-1-one (pentedrone) 25 

2,5-Dimethoxy-4-ethylamphetamine (DOET) 25 

2,5-Dimethoxy-4-n-propylthiophenethylamine 25 

2,5-Dimethoxyamphetam ne 25 

2[4-(Ethylthio)-2,5-dimetboxyphenyljethanamine (2C-T-2) 30 

2[4-(I5opropylthio)-2,5-dimethoxyphenAethanamine (2C-T-4) 30 

3,4,5-Trimethoxyamphetamine 25 

3,4-Methylenedioxyamphetamine (MDA) 55 

3,4-Methylenedioxymethamphetamine (MDMA) 50 

3,4-Methylencdioxy,N-ethylatnphetamine (MDEA) 40 

3,4-Methylenedioxy-N-methyleathinone (methylone) 50 

3,4-Methylenedioxypyrovalerone (MD PV) 35 

3-Fluoro-N-methyleathinone (3-FMC) 25 

3-Methylfentanyl 2 

3-Methylthiofentanyl 

V 
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L 4-Bromo-2,5-dimethoxyamphetamine (DOB) 25 

4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 25 

4-Fluoro-N-methylcathinone (4-FMC) 25 

4-Methoxyamphetamine 150 

4-Methyl-2,5-dimethoxyamphetamine (DOM) 25 

4-Methylaminorex 25 

4-Methyl-N-ethylcathinone (4-MEC) 25 

4-Methyl-N-methylcathinone (mephedrone) 45 

4-Methyl-a-pyrrolidinopropiophenone (4-McPPP) 25 

5-(1,1-Dimethylhepty1)-2 -[( I R,38)-3-hydroxycyclohexyl]-pheno 1 68 

5-0 J-Dimethyloety1)-2-[(IR,3S)-3-hydroxycyclohexyl]-phenol 
(cannabicyclohexanol or CP-47,497 C8-homolog) 

53 

5-Methoxy-3,4-methylenedioxyamphetamine 25 

5 -Methoxy-N,N-dii sopropyltryptamine 25 

5-Methoxy-N,N-dimethyltryptamine 25 

Acetyl-alpha-methylfentanyl 2 

Acetyldihydrocodeine 2 

Acetylmethadol 2 

Allylprodine 2 

Alphacetylmethadol 2 

alpha-Ethyltryptamine 25 

Alphameprod ne 2 

Alpharnethadol 2 

alpha-Methylfentanyl 2 

alpha-Methylthiofentanyl 2 

alpha-Methyltryptamine (AMT) 25 

alpha-Pyrrolkiinohutiophenone (a-PBP)• 25 

alpha-Pyrrolidinopentiophenone (a-PVP) 25 

Aminorex 25 

Benzylmorphine 2 

Betaeetylmethadol 2 

beta-Hydroxy-3-methylfentanyl 2 

bew-Hydroxyfentanyl 2 

Betameprodine . 2 

Betamethadol 4 

Betaprodinc 2 

✓ 

V 

V 
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Bufotenine 3 

Cathinone 70 

Codeine methylbromide 5 

Codeine-N-oxide 305 

Desomorphine 25 

Diethyltryptamine 25 

Difenoxin 11,000 

Dihydromorphine 3,000,000 

Dimethyltryptamine 35 

Dipipanone 5 

Fenethylline 5 

gamma-Hydroxybutyric acid 70,250,000 

Heroin 50 

Hydromorphinol 2 

Hydroxypethidine 2 

[bogaine 5 

Lysergic acid diethylamide (LSD) 40 

Marihuana 658,000 

Mescaline 25 

Methaqualone 10 

Methcathinone 25 

Methyldesorphine 5 

Methyldihydromorphine 2 

Morphine methylbromide 5 

Morphine methylsulfonate 5 

Morphine-N-oxide 350 

N-(I -Adamanty1)-1-pentyl- 1H-indazole-3- carboxamide (AKB48) 25 

N-(1-Amino-3,3-dimethyl-1-oxobutan-2-y1)-1-penty1-1H-indazole-3- 
carboxamide (ADB-PINACA) 

50 

N-(1 -Amino-3-methyl-l-oxobutan-2-54)-1 -(4-fluorobenzy1)- I H-indazole- 
3-carboxamide (AB-FUBINACA) 

50 

N-(1-Amino-3-methyl-l-oxobutan-2-y1)-1-(cyclohexylmethyl)-1H- 
indazole-3-carboxamide (AB-CHMINACA) 

15 

N-(1-Amino-3-methyl-l-oxobutan-2-y0-1-pentyl-111-indazole-3- 
carboxamide (AB-PINACA) 

15 

N-(1-phenethylpiperidin-4-yl)-N-phenylacetamide (acetyl fentanyl) 100 

N,N-Dimethylamphetamine 25 

Naphthylpyrovalerone (naphyrone) 25 

✓ 

/ 
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N-Benzylpiperazine 25 

N-Ethyl-l-phenylcyclohexylamine 5 

N-Ethylamphetamine 24 

N-Hydroxy-3,4-methylenedioxyamphetamine 24 

Noracymethadol 2 

Norlevorphanol 52 

Normethadone 2 

Normorphine 40 

Para-fluorofentanyl 5 

Parahexyl 5 

Phenomorphan 2 

Pholcodine 5 

Psilocybin 30 

Psilocyn 50 

Quinolin-8-y1 1-(5-fluoropenty1)-1H-indole-3-carboxylate (5-fluoro-PB- 
22; 5F-PB-22) 

50 

Quinolin-8-yl1-penty1-1H-indole-3-carboxylate (PB-22; QUPIC) 50 

Tetrahydrocannabinols 511,250 

Thiofentanyl 2 

Tilidine 25 

Trimeperidine 2 

Schedule II 

1-Phenylcyclohexylamine 5 

1-Piperidinocyclohexanecarbonitrile 5 

4-Anilino-N-phenethyl-4-piperidinc (ANPP) 2,950,000 

Alfentanil 17,750 ,

Alphaprodine 3 

Amobarbital 25,125 

Amphetamine (for conversion) 15,000,000 

Amphetamine (for sale) 39,705,000 

Carfentanil 19 

Cocaine 200,000 

Codeine (for conversion) 50,000,000 

Codeine (for sale) 63,900,000 

Dextropropoxyphene 45 

Dihydrocodeine 226,375 
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Dihydroetorphine 3 

Diphenoxylate (for conversion) 31,250 

Diphenoxylate (for sale) 1,337,500 

Ecgonine 125,000 

Ethylmorphine 3 

Etorphine hydrochloride 3 

Fentanyl 2,300,000 

Glutethimide 3 

Hydrocodone (for conversion) 235,000 

Hydrocodone (for sale) 88,500,000 

Hydromorphone 8,250,000 

Isomethadone 5 

Levo-alphacetylmethadol (LAAM) 4 

Levomethorphan 30 

Levorphanol 7,125 

Lisdexamfetamine 29,750,000 

Meperidine 5,450,000 

Meperidine Intermediate-A 6 

Meperidine Intermediate-B 11 

Meperidine Intermediate-C 6 

Metazocine 19 

Methadone (for sale) 31,875,000 

Methadone Intermediate 34,375,000 

Methamphetamine 2,061,375 

[1,250,000 grains of levo-desoxyephedrine for use in a non-controlled, non 
product; 750,000 grams for methamphetamine mostly for conversion to 

III product; and 61,375 grams for methamphetamine (for sale) 

prescription 
a schedule 

Methylphenidate 96,750,000 

Morphine (for conversion) 91,250,000 

Morphine (for sale) 62,500,000 

Nabilone 18,750 

Noroxymorphonc (for conversion) 17,500,000 

Noroxymorphone (for sale) 1,475,000 

Opium (powder) 112,500 

Opium (tincture) 687,500 

Oripavine 30,000,000 

Oxycodone (for conversion) 6,250,000 

V 

11 
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Oxycodone (for sale) 139,150,000 

Oxymorphone (for conversion) 29,000,000 

Oxymorphone (for sale) 7,750,000 

Pentobarbital 38,125,000 

Phenazocine 6 

Phencyclidine 50 

Phenmetrazinc 3 

Phenylacetone 50 

Racemethorphan 3 

Racemorphan 3 

Remifentanil 3,750 

Secobarbital 215,003 

Sufentanil 6,255 

Tapentadol 25,500,000 

Thebaine 125,000,000 

List I Chemicals 

Ephedrine (for conversion) 100,000 

Ephedrine (for sale) 4,000,000 

Phenylpropanolamine (for conversion) 22,400,000 

Phenylpropanolam ne (for sale) 8,500,000 

Pseudoephedrine (for conversion) 7,000 

Pseudoephedrine (for sale) 224,500,000 

The Administrator also establishes aggregate production quotas for all o her schedule 

I and II controlled substances included in 21 CFR 1308.11 and 1308.12 at zero. In 

accordance with 21 CFR 1303.13 and 21 CFR 1315.13, upon consideration of the 

relevant factors, the Administrator may adjust the 2016 aggregate production quotas and 

assessment of annual needs as needed. 

Dated: 

Chuck Rosenberg, 
Acting Administrator 

12 
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cannot guarantee that we will be able to 
do so. 

CALIFORNIA 

Monterey County 
Aeneas Sardine Packing Company Cannery. 

300 Cannery Row, Monterey, 15000739 

COLORADO 

Rout County 
Hayden Co-Operative Elevator Company. 198 

E. Lincoln Ave., Hayden, 15000740 

DISTRICT OF COLUMBIA 

District of Columbia 
Capitol 11111 Historic District (Boundary 

increase II). Squares 752. 753. 777, 736 
bounded by 2nd. Flit& F Sts. NE., 
Washington. 15000741 

Davis, Colonel William Robert, House, 3020 
Albemarle St. NW., Washington; 15000742 

Young, Browne, Phelps and Springam 
Educational Campus Historic District, 
(Public School Buildings of Washington, 
DC MPSI 2500 Banning Rd. NE., 704. 1:120. 
& 850 2816 St. NE., Washington, 15000743 

GEORGIA 

Stephens County 
Toccoa Downtown Historic District 

(Boundary Increase). 11E4 W. Doyle St, 
Toccoa, 15000744 

IOWA 

Carroll County 
Manning Commercial Historic District, 

(Iowa's Main Street Commercial 
Architecture MPS) 217-411, 413-507, 302-
326 Main. 717-723 3rd. 303 Center & 825 
5th Sts., Manning, 15000745 

Henry County 
Benjamin Chapel and Richwoods Cemetery, 

1936 Franklin Ave., Trenton, 15000746 
Boyle. Hugh and Matilda, House and 

Cemetery Historic District. 3225 Lexington 
- Ave., Lowell. 15000747 
Edwards, Joseph A. and Lydia A.. House. 

1735 Salem Rd.. Salem. 150007413 
Garrelson. Owen A. and Emma I., House, 

1878 335th St., Salem, 15000750 

Linn County 
C.edarRapids 2nd Avenue SE. Automobile 

Row Historic District. Roughly 2nd to 3rd 
Ayes.. SE.. from 0th to 8th Sts.. SE.. Cedar 
Rapids, 15000749 

Monroe Elementary School Historic District, 
3200 Pioneer Ave., St., Ceder Rapids, 
15000751 

Montgomery County 
Ellis, William end Amanda J.. Farmstead 

Historic District.1134 I Ave., Elliott. 
15000752 

NEW YORK 

Essex County 
Helen Hill Historic District, Prescott Place. 

Helen & Front Sts.. Sheppard, Franklin & 
Clinton Ave.. Saranac Lake.15000754 

OHIO 

Hamiltim County 
William Howard Taft National Historic Site 

(Boundary Increase and Additional 
Documentation. 203B Auburn Ave., 
Cincinnati, 15000753 

A request to move has been made for 
the following resource: 

INDIANA 

Clay County 
Indiana State Highway Bridge 46-11-1316. 

IN 46 over Eel R., Bowling Green. 
00000211 
In the interest of preservation a three 

day comment period has been requested 
for the following resource: 

WISCONSIN 

Ozaukee County 
SENATOR (steam screw) Shipwreck. (Great 

Lakes Shipwreck Sites of Wisconsin MPS) 
Address Restricted. Port Washington, 
15000738 

Authority: 50.13 of 30 CFR part 60 
Dated: September 15, 2015. 

Roger Reed, 
Acting Chief, National Register af Historic 
Places/National Historic Landmarks Program 
Ma Doc. 2015-25375 Filed 10-5-15: EIN5 am: 

BILUNG CODE 4412-51-17

JOINT BOARD FOR THE 
ENROLLMENT OF ACTUARIES 

Meeting of the Advisory Committee; 
Meeting 

AGENCY: Joint Board for the Enrollment 
of Actuaries 
ACTION: Notice of Federal Advisory 
Committee meeting. 

SUMMARY: The Executive Director of the 
Joint Board for the Enrollment of 
Actuaries gives notice of a closed 
teleconference meeting of the Advisory 
Committee on Actuarial Examinations. 
OATES: The meeting will be held bn 
October 30. 2015. from 8:30 am. to 5:00 
p.m. 
FOR FURTHER INFORMATION CONTACT: 
Patrick W. McDonough, Executive. 
Director of the Joint Board for the 
Enrollment of Actuaries. 703-414-2173. 
SUPPLEMENTARY INFORMATION: 

Notice is hereby given that the 
Advisory Committee on Actuarial 
Examinations will hold a teleconference 
meeting on October 30, 2015, from 8:30 
am. to 5:00 p.m. The meeting will be 
closed to the public. 

The purpose of the meeting is to 
discuss topics and questions that may 
be recommended for inclusion on future 
Joint Board examinations in actuarial 

mathematics. pension law and 
methodology referred to in 29 U.S.C. 
1242(a)(1)(0). 

A determination has been made as 
required by section 10(d) of the Federal 
Advisory Committee Act, 5 U.S.C. App., 
that the subject of the meeting falls 
within the exception to the open 
meeting requirement set forth in Title 5 
U.S.C. 5526(0(9)1BL and that the public 
interest requires that such meeting be 
closed to public participation. 

Dated: September 21. 2015. , 
Patrick W. McDonough, 
Executive Director. Joint Board far the 
Enrollment of Actuaries. 
(FR Onc. 2015-25342 Filed 151-5-15; 3:45 ail 
BELLING CODE 483001-P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

(Docket No. DEA-420F1 

Established Aggregate Production 
Quotas for Schedule I and II Controlled 
Substances and Assessment of 
Annual Needs for the List I Chemicals 
Ephedrine, Pseudoephedrine, end 
Phenylpropanolamine for 2016 

AGENCY: Drug Enforcement 
Administration. Department of Justice. 
ACTION: Final order. 

SUMMARY: This final order establishes 
the initial 2018 aggregate production 
quotas for controlled substances in 
schedules I and H of the Controlled 
Substances Act (CSA) and the 
assessment of annual needs for the list 
I chemicals ephedrine. 
pseudoephedrine, and 
phenylpropanotamine. 

DATES: Effective October 6, 2015. 
FOR FURTHER INFORMATION CONTACT: John 
R. Scherhenske. Office of Diversion 
Control, Drug Enforcement 
Administration. 8701 Morrissette Drive, 
Springfield, VA 22152. Telephone: (202) 
598-6812. 
SUPPLEMENTARY INFORMATION: 

Legal Authority 

The Drug Enforcement 
Administration (DEA) implements and 
enforces titles II and III of the 
Comprehensive Drug Abuse Prevention 
and Control Act of 1970, as amended. 
Titles II and III are referred to as the 
"Controlled Substances Act" and the 
"Controlled Substances Import and 
Export Act," respectively, and are 
collectively referred to as the 
"Controlled Substances Act" or the 
"CSA" for the purpose of this action. 21 
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U.S.C. 801-971. The DEA publishes the 
implementing regulations for these 
statutes in title 21 of the Code of Federal 
Regulations (CFR), chapter II. The CSA 
and its implementing regulations are 
designed to prevent, detect, and 
eliminate the diversion of controlled 
substances and listed chemicals into the 
illicit market while ensuring an 
adequate supply is available for the 
legitimate medical, scientific, research, 
and industrial needs of the United 
States. Controlled substances have the 
potential for abuse and dependence and 
are controlled to protect the public 
health and safety. 

Section 306 of the Controlled 
Substances Act (CSA), 21 U.S.C. 826, 
requires the Attorney General to 
determine the total quantity and 
establish production quotas for each 
basic class of controlled substance in 
schedules I and II and for ephedrine, 
pseudoephedrine, and 
phenylpropanolamine to be 
manufactured each calendar year to 
provide for the estimated medical. 
scientific, research, and industrial needs 
of the United States, for lawful export 
requirements, and for the establishment 
and maintenance of reserve stocks. This 
responsibility has been delegated to the 
Administrator of the DEA through 28 
CFR 0.100(b). 

Background 
The 2016 aggregate production quotas 

and assessment of annual needs 
represent those quantities of schedule I 
and It controlled substances and the list 
I chemicals ephedrine. 
pseudoephedrine, and 
phenylpropanolamine that may he 
manufactured in the United States in 
2016 to provide for the estimated 
medical, scientific, research, and 
industrial needs of the United States, 
lawful export requirements, and the 
establishment and maintenance of 
reserve stocks. These quotas include 
imports of ephedrine. pseudoephedrine, 
and phenylpropanolamine but do not 
include imports of controlled 
substances for use in industrial 
processes. 

On July 17, 2015, a notice titled, 
"Proposed Aggregate Production Quotas 
for Schedule I and II Controlled 
Substances and Proposed Assessment of 
Annual Needs for the List I Chemicals 
Ephedrine, Pseudoephedrine. and 
Phenylpropanolamine for 2016" was 
published in the Federal Register. 80 FR 
42540. This notice proposed the 2016 
aggregate production quotas for each 
basic class of controlled substance listed 
in schedules I and II and the 2016 

m t f 1 d f th t 
I chemicals ephedrine. 

pseudoephedrine, and 
phenylpropanolamine. All interested 
persons were invited to comment on or 
object to the proposed aggregate 
production quotas and the proposed 
assessment of annual needs on or before 
August 17, 2015. 

Comments Received 
Twenty comments were received from 

four DEA-registered manufacturers 
within the published comment period 
regarding 17 different schedule I and II 
controlled substances. The DEA did not 
receive any comments regarding the 
proposed assessment of annual needs 
for the list I chemicals ephedrine. 
pseudoephedrine, and 
phenylpropanolamine. Commenters 
stated that the proposed aggregate 
production quotas for II-(5-
fluoropenty1)-111-indazol-3-
Yll(naphthalen-1-yOrnethanone (THJ-
2201), amphetamine (for sale), codeine 
(for sale), gamma hydroxybutric acid. 
levorphanol, marihuana. 
methylphenidate, N-(t-Amino-3,3-
dimethyl-t-oxobutan-2-yI)-1-pentyl-1H-
indazole-3-carboxamide (ADD—
PINACA). N41-Amino.3-methyl-1-
oxobutan-2-y1)-1-(4-flucrobenzy1)-1H-
indamle-3-carboxami de (AB—
FURINACA), N-(1-Amino-3-methy1-1-
oxobutan-2-y1)-1-(cyclobexylmethyl). 
IHindazole-3-carboxamide (AB—
CHMINACA). N-(1-Amino-3-methyl-l-
oxobutan-2-y1)-1-pentyldHindazole-3-
carboxamide (AB—PINACA), N-(1-
phenethylpiperi din-4-yI)-N-
phenylacetamide (acetyl fentanyl), 
nabilane, oxymorphone (for 
Conversion), oxymorphone (for sale), 
Quino1in-8-yI1-(5-f1uoropenty1)-1H-
indole-3-carboxyIate (5-Flouro-PB-22). 
and Quinolin-8-yl 1-penty1-1H-indole-3-
carboxylate (PB-22) were insufficient to 
provide for the estimated medical, 
scientific, research, and industrial needs 
of the United States, export 
requirements, and the establishment 
and maintenance of reserve stocks. 

Determination of 2016 Aggregate 
Production Quotas and Assessment of 
Annual Needs 

In determining the 2016 aggregate 
production quotas and assessment of 
annual needs, the DEA has taken into 
consideration the above comments 
along with the factors set forth at 21 
CFR 1303.11 and 21 CFR 1315.11. in 
accordance with 21 U.S.C. 826(a). and 
other relevant factors, including the 
2015 manufacturing quotas, current 
2015 sales and inventories, anticipated 
2016 export requirements, industrial 
use, additional applications for 2016 
quotas, as well as information on 
research and product development 

requirements. Based on this 
information, the DEA has determined 
that adjustments to the proposed 
aggregate production quotas for codeine 
(for sale), hydromorphone, marihuana. 
methyiphenidate. and N-0-
phenethylpip 
phenylacetamide (acetyl fentanyl) are 
warranted. This final order reflects 
those adjustments. 

Regarding 11-(5-fluoropentyl)-1H-
indazol-3-yl)(naphtha1en-1-
yllmethanone (TEff-2201). amphetamine 
(for sale), gamma hydroxybutric acid, 
levorphanol. N-(1-Amino-3,3-dimethyl-
1-excloutan-2-y1)-1-pentyl-lff-indahale-
3-carboxamide (ADS—PINACA). N-(1-
Amino-3-methy1-1-oxobutan-2-11)-1-(4-
fluorobenzy1]-1H-indazole-3-
carboxamide (AB—FURR4ACA), N-(1 - 
Amino-3.methyl-1-oxobutan-2-y11-1-
(cycloherylmethyl)-1H-indazole-3-
cathoxamide (AB—CHMINACA), N-(1-
Amino-3-methyl-ftwobulan-2-y1)-1-
penty1-1 Hindazole-3-carboxamide (AB—
FINACA), nabilone, oxymorphone (for 
conversion), oxymorphone (for sale), 
Quinolin-8-y11-(5-fluoropenty1)-1H-
indole-3-carboxylate (5-Flouro-PB-22). 
and Quinolin-ft-y1 1-penty1-111-indole-3-
carboxylate (P13-22), the DEA has 
determined that the proposed aggregate 
production quotas are sufficient to 
provide for the 2016 estimated medical, 
scientific, research, and industrial needs 
of the United States, export 

J requirements, and the establishment 
and maintenance of reserve stocks. This 
final order establishes these aggregate 
production quotas at the same amounts 
as proposed. 

As described in the previously 
published notice proposing the 2016 
aggregate production quotas and 
assessment of annual needs, the DEA 
has specifically considered that 
inventory allowances granted to 
individual manufacturers may not 
always result in the availability of 
sufficient quantities to maintain an 
adeqcuaa 

26a 
adequate reserve stock .pursuant to 21 
U.S.C. 326(a), as intended. See 21 CFR 
130E24. This would be concerning if a 
natural disaster or other unforeseen 
event resulted in substantial disruption 
to the amount of controlled substances 
available to provide for legitimate 
public need. As such, the DEA has 
included in all established schedule It 
aggregate production quotas. and certain 
schedule I aggregate production quotas. 
an additional 25% of the estimated 
medical, scientific, and research needs 
as part of the amount necessary to 
ensure the establishment and 
maintenance of reserve stocks. The 
established aggregate production quotas 
will reflect these included amounts. 
This action will not affect the ability of 
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manufacturers to maintain inventory 
allowances as specified by regulation. 
The DEA expects that maintaining this 
reserve In certain established aggregate 
production quotas will mitigate adverse 
public effects if an unforeseen avant 
results in the substantial disruption to 
the amount of controlled substances 

available to provide for legitimate 
public need, as determined by the DEA 
The DEA does not anticipate utilizing 
the reserve in the absence of these 
circumstances. 

In accordance with 21 U.S.C. 826, 21 
CFR 1303.11, and 21 CFR 1315.11, the 
Administrator hereby establishes the 

2016 aggregate production quotas for the 
following schedule I and II controlled 
substances and the 2016 assessment of 
annual needs for the list I chemicals 
ephedrine, pseudoephedrine, and 
phenylpropanolamine, expressed in 
grams of anhydrous acid or base, as 
follows: 

Basic class 
Established 2016 

quotas (9) 

Schedule I 

(1-Pent)4-1/Mindo1-311)(2.2.3.3-telramelhyltyclopropyl)methanone (UR-144)  
[1-(5-fluoropenly1)-1Hindatol-311](naphtbalen-114)melhanone (THJ-2201)  
[1-(5-Fluarotenty1)-1H-indol-3-71](2.2,3.3-IctramethylcycloProPyl)melhanone (XLR11)  
1-(1,3-Banzodioxol-511)-2-(methylamino)butan-t-one (bulylone)  
111 -teenzodloxo1-511)-2-(methylamino)penten-1-one (pentylone)  
1(1-Phenylcyclohexyl)pyrtclidine  
145-Fluoropenly1)-3-(1-naphthoyl)indole (AM2201)  
1-(5-Fluoropenry1)-3-(2-lodobenzoyl)indole (AM694)  
1-(1-(2-1111enyl)cyclohemilpipeddlne  
1-12-(4-MorpholIny8e1411-3-(1-naphlhoyl)Indolo (JWH 200) 
1-Buly1-3-(1-naphlhoandole (JWH-073)  
1-Cyclohexylolhyl.3-(2-meOboxyphenylacely)Indole (SR-I8 and FICS-6)  
1-Hexy1.311-replithoyninclole (JWH-019)  
1-2/10141.4-pheny1-4-propionoxypipeddine  
1-Penly1-3-(1-naphthoyl)indole (JWH-016 and AM678)  
1-Penly1.342-chlorophenylacely2indole (JWH-203)  
1-Penly1342.melhoxyphenylace1)4)indole (JWH-250)  
1-Penly43-(4-chlono-lmaphthoyl)Indole (JWI1-396)  
1-Ponty1-344-methyl-l-naphthoyl)indole (JWH-122)  
1-Penly1-34(4-melhoxy)-benzoyllindole (SR-19, RCS-4)  
1-Penly1-341-(4-methoxynaphlhoy4)1lndole (JV(0+-021)  
2-(25-Ellmelhoxy-4-ettlylphenyl)ethanamine (2C-E)  
2-(25-DImelhoxy4-methylphenyOelhanamine (20-0)  
2-(2,5.01malhoxy-4-nitorphenyl)othanamine (20-N)  
2(2.5-01melhoxy-4-n-propylphemil)ellianamine (2C-P)  
2-(2,5-Dirrethoxyphenyl)ethenamine (2C-H)  
2(4.Bnorna-25-dimelhoxyphonyl)-N-(2-mothomebenryDethanamlne (258-NBC/Me; 2C-B-NBOME; 25B; Clmbi-36)  
2(4-Chloro-2.5-01methommhenyl)elhanamlne (20-C) ..  
2-(4CMoro-2,5.dimethoxypheny1)-M(2-methomebenzyl)elhanamIne (25C-NBOMe: 2C-C-NEOMm 25C; Cimbi-82)  
2-(4.10do2,5-dImethamphenyl)elhanamlne (20-I) 
244-lodo-2.5-Mmelhoxypheny1)-M(2-methoxybenzyl)ethenamine (251-NEOMe; 20-1-NBOMe; 251; Cimbi-5)  
2-(Methylamino)-1-phenylpentan-l-one (pentedrone)  
2,5-Dimethoxy-4-elhylamphefamine (DORT) , 
2,5-01methoxy-4.n-propylthlophenethylamlne  
25-01rnethoxyamphetamine  
2-(44Elhylthio)2,5-dimelhoxyphenyliethanamine (20-T-2)  
2.[4.(Isopropylthia)-2.5-dimelhoxyphenyl]ethanamine (2C-T-4)  
3,45-TdmethoxyamPhommine  
3.4-Merhylenedioxyamphelamlne (MDA)  
3,4-Methylenedioxymethamphelamine (MDMA)  
3.4-Melhylenedioxy-NmIhylamPhelamine (MDEA)  
3.4-Methytenedioxy-N-methylcathinone (methyl one)  
3,4-Melhylenedioxypyrovalerone (MDPV1 
3.Fluoro.N-methylcathinone (3-FMC)  
3-Melhylfentanyl  
3-Metnylthiofentanyl  
4-Bromo.2.5.dimethoxyamphetamine (DOB)  
443romo-2.5-Mmolhommhenethyramine (2-CB)  
4-Fluoro.Mmelhylcalhinone (4-FMC)  
4-Melhoxyamphetamlne  
4-Melhyl2.5-dimelhoxyamphetamino (DOM) 
4-Methylamlnorox  
4-Methyl-Methylcethinone (4-MEC) .. 
4-Meltyl.N-methylcathinone (mephedrone)  
4-Methyl-a-pyrolidinopropiophenone (4.MePPP)  
5(1,1 -01melhylhepty1)-2-1(1 /2,35)3-hydroxycyclohexylj-pnenol  
5.(1.1-Dimethylocty1)-2-1(1R361.3-hydroxycyclobexylimhenoi (cannehIcyclohexanol or CP-47,497 C8-homolo9)  
5-Methoxy-3.4-methylanedioxyamphetamine  
5.Mothoxy-N,MMIsopropyftnyptamin e 
5-Melhoxy-NN-climethyllryPiamine  
Acetyl-alphamielhyllentanyl  

15 

25.-
25-__ 
10--

15-
45-
45-

45, -
2.--

45 

45 -
45-
45-

45-
30-

30-
30--
25--
30 --

30-
Is-
25 — 

25 

ao 
25- 
55- 

40- 
50- 

50-

25- 

25- 
25- 

150- 
25-- 
25-. 
25- - 
45— 
25- 
Ur 
25 -
25 - 
25-

2 
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Basic class 
Established 2016 

q dos (g) 

Acetyldihydrocodelno  
AcelyMethadol  
Allylprodine  
Alphocelylmethadel  
alpha-Ethyleyptamine  
Alphameprodlne  
Alphamethadol  
elphaMethylfentanyt  
alpha-Melhyltiofentanyl  
alpha-Melnyitryplamme (NMI)  
alpha-Pyrrofidinobuti0Phenone (A.P6F)  
alpha-Pyrrolidinopenliophenone (a-1'W')  
Aminorex  
Benzylmorphine  
Betacetylmothadol  
beta-Hy roxy -3-melhy en tanyl  
bet a-Hy dronlentanyl  
Betarneprodine  
Belametadol  
Beta prodine  
Buttenine  
Cathinone 
Codeine mathylbromide  
Godeine-N-oxide  
DosomOrphIne  
Diethyanyplamlne  
Direnoxin  
Dihydromorph  
Dimethyltryptandne  
Dipipanone  
Fenethyffine 
gamma-Hydroxybutydc acid  
Heroin  
Hydromorphinoi  
Hydroxypeaddine  
lbogaine  
Lysergic acid Methylamide (LSD)  
Marihuana  
Mescaline  
Melhaqualone  
MethcathInone  
Methyldesorphine  
Methyldihydromorphine  
Morphine methylbromide  
Morphine mothylsultonate  
Morphine-N-axide  
N.(1.Marnanly1)-1-penty1-1H-Indazole-3-carboxamide (AK048)  
N-(1-Amino-3,3-dimethyl-l-oxcbuten-2-y1)-1-Pentyl4H-indazole-3-carbmeamide (ADB-PINACA)  

Nit -Amino-3-methy1-1 -excbutan-214)-1-(4-Iluorobenzy1)-11-Alndazole-3-carboxamide (AB-FUBINACA)  
At(1-Amino-3.methyl-1-oxobutan-211)-1-(cyclohcrylmethyl)-1H-indazole-3-carboxamide (AB-CHMINACA)  
N.(1.AmIno-3-methyl-1-oxobutan-211)-1-pennd-1FAindazote-3-carboxamide (AB-PINACA)  
N-(1 -phenethylpiperidin-4-y1)-N-Phenylacelarnide (acetyl 'oniony])  
N,N-Dirriethylamphatamine 
Naphlhylpyravalerone (naphyrone)  
A43enzylpiperazine  
MEMy1-1-phenylcyclonexylamine  
N-Ethylamphetamine  

Hydroxy-3.4-ntelhylc n edoxyamphetamine  
Noracymethadol  
Nerlevorphanol  
Normothadone  
Normorphine  
Paradluorolentanyl  
Parehmcyl  
Phenornorphan  
Pholoodino  
PsilocybIn  
Psilocyn  
Ouinolin-811 1-(511uoropenty1)-1H-indole-3-carboxylate (54luore-P13-22; 6F-P 3.22)  

1-penty1-1H-indole-3-carboxylale (P0-22; OUPIC)  
Tetiahydrocannahinols  
Thlarenianyl  
111idine  

2'-
2-

25-

2-
2-

25-
25-
25-
25-
2 
2-

4.-
2-
3-

70-

305 -
25--
25-

11,000 
3.000,000 

35-
5-
5-

70.250,000' 
513-

2.-
5 

40 
658.000 

25 
10-
25 
5-
2-
5-
5,-

350-
25-
50-
50-
15 
15 

100 
25 -
25-
25 

24 -
24-
2--

52 
2r 

40 - 
5-

5-
30-
50 
50 - 
50-

511 250 

25 - 
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60404 Federal Register Vol. 80, No, 193 /Tuesday. October 6, 2015 / Notices 

Basic class 
Established 2016 

quotas (9) 

Tdmeperidine  2 — 

Schedule II 

1-Phenylcyclohexylamlne  
1 -Piperldinocyclohexanecarbonitrile  
4-Anilino-Wohenethyl-4-piperidine (AlkIPP)  
Alfentanll  
Alphaprodino  
Areal:orbital  
Amphetamine (for conversion)  
Amphetamine (for sale)  
Cadentenil  
Cocaine  
Codeine (for conversion)  
Codeine (for sale)  
Dextropropoxyphene 
Dihydrocodeine  
Othyaromorphine  
Olphenoxylate (for conversion)  
Diphenoxylate (Mr sale)  
Ecgonine  
ECM/Imo:shine  
Eterphine hydrochloride  
Fentanyl  
Glutethlmide  
Hydrocodone (for conversion)  
Hydrocodone (for sale)  
Hydromorphone  
Isomethadone  
Levo.aiptvacerylmethadol (LAAM)  
Levemethorphan  
Levorphanol  
Lisdexamletamine  
M p 
Meperidine Intermediate-A  
Meperidine Intermediate-B  
Meperidine Intermediate-C  
Maiazecine  
Methadone (tor sale)  
Methadon Intermediate  
Methamphetamine  

5--
2,950,000 

17,750 
3 

25.125 
15,000.000 
39.705.000 

19 - 
200,000 

50.000000 
63,900,000 

226,375 
3 

31,250 
1,337,500 

125.000 

3 
2.300000 

3 
235,000 

88,500,000 
8,250,000 

4--
30-

7 125-
29.750 000 
5,450,000 

11-

19 - 
31,875,000 
34,375,000 

2,061,375 

11.250,000 grams of ievo-desoxyepheddne for use in a non-controlled, non-prescription product 750,000 grams for melhamphelarnine mostly for 

conversion to a schedule III product; and 61,375 grams for nothamphetamlne (for sale)] 

Methylpheniaate  
Morphine (for conversion)  
Morphine (for sale)  
Nablione  
Noroxymorphone (tor conversion)  
Nioroxymorphone (for sale)  
Opium (powder)  
Opium (tincture)  
Oripavine 
Oxycadone (for conversion)  
Oxycodone (for sale)  
Oxymorphone (for conversion)  
Oxymorphone (tor sale)  
Pentobarbital  
Phenazocine  
Phencyclidine  
Phenmelrazine  
Phenylacetone  
Racemethorphan  
Racemorphan  
Remit entanil  
Sec obarhdal  
Sulentanil  
Taponladol  
Thebaine .  

96,750,000 
91,250,000 
62,500000 

18,750 
17,500,000 
1,475,000 

112,500 
687,500 

30,000000 
6,250.000 

139.150.000 
29.000,000 
7,750,000 

38.125.000 

50 — 
3-

50 
3 
3 

3750-
215,003-

5255 --
25,500,000 

125,000000 
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Federal Register / Vol. 80, No. 193 / Tuesday. October 6. 2015 /Notices 60906 

Basic class Established 2016 
quotas (9) 

List I Chemicals 

Ephedrine (for conversion)  
Epheddne (for sale)  
Phenylpropanolamine for conversion) .  
PhEnyleropanolamine (for sale)  
Pseudoephedrine (for conversion)  
Pseudoephethine (for sale)  

00,000 
4,000.000 

22,400,000 
8,500,000 

7,000 
224600.000 

The Administrator also establishes 
aggregate production quotas for all other 

DEPARTMENT OF JUSTICE To submit 
comments: Send Nem Mr 

schedule I and II controlled substances Notice of Lodging of Proposed 
included in 21 CFR 1301311 and 
1308.12 at zero. In accordance with 21 

Consent Decree Under the Clean Air 
Act 

By mail  Assistant Attorney General. 
U.S. DOJ—ENRD, P.O. 
Box 7611, Washington, 

CFR 1303.13 and 21 CFR 1315.13. upon 
consideration of the relevant factors, the 
Administrator may adjust the 2016 

On September 29, 2015, the 
Department of Justice lodged a proposed 

D.O. 20044-7611. 

During the public comment period. 
aggregate production quotas and 
assessment of annual needs as needed. 

Dated:September 30, 2015. 
Chuck Rosenberg, 

consent decree with the United States 
District Court for the Eastern District of 
Michigan in the lawsuit entitled United 
States v. Guardian Industries Corp., 
Civil Action No. 2:15-ev-13426. 

the proposed consent decree may be 
examined and downloaded at this 
Justice Department Web site: httpd/ 
www.justice.govienrd/consent-decrees. 
We will provide a paper copy of the 

Acting Administrator. The United States filed this lawsuit proposed consent decree upon written 
FR D . 2015-25373 Filed 10-5-15; 8:15 amt under the Clean Air Act. The complaint request and payment of reproduction 

BUSING COOS 1410-119-0 seeks injunctive relief and civil costs. Please mail your request and 
penalties for violations of the Clean Air payment to: 
Aces Prevention of Significant Consent Decree Library, U.S. DOJ—

DEPARTMENT OF JUSTICE Deterioration requirements al eight float ENRD, P.O. Box 7611, Washington. DC 
glass manufacturing furnaces owned 20044-7611. 

Foreign Claims Settlement and operated by the defendant, Please enclose a check or money order 
Commission Guardian Industries Corp., in Kingsburg, for $24.25 (25 cents per page 

California; DeWitt. Iowa; Carleton, reproduction cost) payable to the United 

[F.C.S.C. Meeting and Hearing Notice No. 
09-151 

Michigan; Geneva, New York: Floreffe, 
Pennsylvania; Richburg, South Carolina; 

States Treasury. For a paper copy 
without the exhibits and signature 

and Corsicana. Texas. The consent pages. the cost is $19.50. 
Sunshine Act Meeting decree requires the defendant to Maureen M. Katz, 

The Foreign Claims Settlement 
perform injunctive re lief, which 
includes complying with emission Assistant Section Chief, Environmental 

Enforcement Section, Environment and 
Commission, pursuant to its regulations limitations that are comprised of Natural Resources Division. 
(45 CFR 503.25) and the Government in 
the Sunshine Act (5 U.S.C. 552b), 
hereby gives notice in regard to the 

numerical or work practice standards 
that together apply continuously at all 
times. The defendant will also pay a 

WIZ Doe 2015-25135 Filed 10-5-15; 045 amt 
OILING CODE 4410-13-P 

scheduling of open meetings as follows: $312,000 civil penalty and perform a 

Thursday, October 15, 2015:10 a.m.—
$150,000 wood burning appliance 
replacement mitigation project in tho DEPARTMENT OPLABOR 

Issuance of Proposed Decisions in 
claims against Libya. 

San Joaquin Valley area in California. 

The publication of this notice opens 
Employee Benefits Security 
Administration 

Status:Open a period for public comment on the 
All meetings are held at the Foreign proposed consent decree. Comments 179th Meeting of the Advisory Council 

Claims Settlement Commission. 600 E should be addressed to the Assistant on Employee Welfare and Pension 
Street NW., Washington. DC. Requests Attorney Gen ral, Environment and Benefit Plans; Notice of Meeting 
for information. or advance notices of 
Intention to observe an open meeting, 

Natural Resources Division, and should 
refer to United States v, Guardian Pursuant to the authority contained in 

Section 512 of the Employee Retirement 
may be directed to: Patricia M. Hall. Industries Co p., D.E. Ref. No. 90-5-2- Income Security Act of 1974 (ERISA). 29 
Foreign Claims Settlement Commission, 1-11128. AIL comments must be U.S.C. 1142, the 179th open meeting of 
600 E Street NW., Suite 6002, submitted no later than thirty (30) days the Advisory Council on Employee 
Washington, DC 20579. Telephone: after the publication date of this notice. Welfare and Pension Benefit Plans (also. 
(202)616-6975. Comments m y be submitted either by 

email or by mail: known as the ERISA Advisory Council) 
will be held on November 3-4. 2015. 

Brian M. Simkrn, 
Chief Counsel. 
iva nov2015-25500 Filed 10-2-1514 pml 
BUNG CODE 4410-BA-P 

The meeting will' take place in C5320 
Room 6. U.S. Department of Labor, 200 
Constitution Avenue NW.. Washington, 
DC 20210 on November 3. from 1 p.m. 

To submit 
comments: Send them to 

By email pubcommenreeeensdn 
usdol goy. to approximately 5:00 p.m. On 
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Molecule 
2013 
KG 

2014 
KG 

% chg 
2015 
KG 

% chg est. 2016 
KG 

% chg 

AMPHETAMINE* 23,850.324 26,286.338 10.21% 28,781.821 9.490/a 30,517.931 6.03% 

COCAINE 34.627 31.631 -8.65% 30.527 -3.49% 27.583 -9.64% 

CODEINE 15,613.921 15,843.674 1.47% 20,257.91 27.86% 21,012.94 3.73% 

DIFENOXIN .187 .056 -70.00% -100.00% # DIV/01 

DIHYDROCODEINE 35.475 3.403 -90.41% 22.281 554.75% 22.784 2.26% 

DIPHENOXYLATE 373.241 352.308 -5.61% 352.954 0.18% 349.543 -0.97% 

0 RONABINOL 120.358 128.18 6.50% 130.651 2.06% 128.57 -1.74% 

FENTANYL 361.043 354.528 -1.60% 335.363 -9.41% '50SO -4:teflo 
HYDROCODONE 36,678.845 35,451.338 -3.35% 31,723.148 -10.52% 30,855.332 -2.74% 

HYDRO MORPHONE 
. . 
1,797.363 1,132:504 ' -3.61% ' .1,575.059 -9.09% 

,., 
4:510.81 -4:08% 

LEVORPHANOL 1.862 2.196 17.93% 2.158 -1.73% 1.453 -32.67% 

LISDETAMFElAMINE 8,308.34 8,682E64 4.50% 9,249.049 6.52% 9,831118 6.31% 

MEPERIDINE 1,418.809 1,168.501 -17.64% 1,016.846 -12.98% 887.269 -12.74% 

METHADONE' 5,354.641 4;952.815 -7.50% 4,308.58 -13.01% 3,999..395 -7.18% 

METHAMPHETAMINE 11.603 10.589 -8.74% 9.221 -12.92% 7.331 -20.49% 

METHYLPHENIDATE** 18,623303 18,730:777 0.79% 18,888.757 0.63% 19,430.554 2.87% 

MORPHINE 20,720.216 19,464.979 -6.06% 18,836.94 -3.23% 18,129.334 -3.76% 

.14A8ILONE 038 04 607% .027 -32.09% 

OPIUM 82.183 81.23 -1.16% 81.117 -0.14% 79.946 -1.44% 

OXYCODONE 57,343.022 57,195413 -0.26% 56,991.066 -0.16% 55,550: 807 -2.53% 

OXYMORPHONE 1,740.366 1,827.113 4.98% 1,871.443 2.43% 1,839.972 -1.68% 

PENTAZOCINE 506.29 390.019 -23.04% 326.007 -16.41°°/a 296.022 -9.20% 

PENTOBARBITAL 22.046 15.052 -31.72% 16.061 6.70% 15.903 -0.98% 

REMIFENTANIL 1.054 1.12 6.26% 1.231 9.90% 

SECOBARBITAL 11.123 10.589 -4130% 9.476 -10.51% 4.416 -53.40% 

SUFENTANIL 031 028 -11.37% 026 -4.60% 033 25M9% 

TAPENTADOL 5,363.34 5073.831 -5.40% 5,137.105 1.25% 5,310.589 3.38% 

2016 Data based on Jan - Mar 2016 data 

• corrected based on historical IMS data for Nand D 

"• combined dexmethylphenidate and methylphenidate date 

CS data for 2017 APQ as of 5-12-16 
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/w) 
OEA 

Number 
(b)(4),(b)(7)(E) 

Company Drug Name 
Prug 
Codo 

Quota 
Year Requested Quota Current Quota Increase/Decrease 

APQ 
Available 

COCAINE 9041-0 2016 1.000 0,000 1.000 m.,-.2-3 
CODEINE (FOR CONVERSION) 9050-A 2016 1.000 0.000 1.000 ii" --3 

DX-AMPHETAMINE 1100-A 2016 1,500.000 0.000 1.500.000 n (:' 

D,L-AMPHETAMINE 1100-A 2016 2.000 0.000 2.000 N'e 3 

D,L-AMPHETAMINE 
DIAMPHETAMINE (FOR SALE) 

1100-A 

1100-62 

2016 
2016 

11,314,982.000 

1,500.000 

6,345,984.000 
0.000 

4,968,998.000 
1,500.000 

f1e,
i---1.0 

0-AMPHETAMINE (FOR SALE) 1100.62 2016 12,859,842.000 8.185,423.000 4.674:419.000 le'Nt-

DIHYDROCODEINE 9120-0 2016 1.000 0.000 1.000 

DIHYDROETORPHINE 93340 2016 1.000 0.000 1.000 

ECGONINE 9180-0 2016 1.000 0,000 1.000 \f- 4241, 

ETHYLMORPHINE 9190-0 2016 1.000 0.000 1.000 
ETORPHINE HCL 9059-0 2016 1.000 0.000 1.000 
HYDROCODONE (FOR CONVERSION) 9193-A 2016 1.000 0.000 1.000 1 -La 
HYDROCODONE (FOR SALE) 9193-B 2016 139,880.000 5,560.000 134,200.000 
HYDROMORPHONE 9150-0 2016 2.000 0.000 2.000 'Ve-A 
ISOMETHADONE 9226-0 2016 1.000 0.000 1.000 
L-AMPHETAMINE 1100-C 2016 1.000 0.000 1.000 Yea 
LEVO-ALPHACETYLMETHADOL (LAAM) 964B-0 2016 1.000 0.000 1.000 
LEVOMETHORPHAN 9210-0 2016 1.000 0.000 1.000 
LEVORPHANOL 92200 2015 1.000 0.000 1.000 
LISDEXAMFETAMINE 1205-0 2016 2.000 0.000 2.000 

L-METHAMPHETAMINE 1105-C 2016 1.000 0.000 1.000 

MARIJUANA 7360-A 2016 1.000 0.000 1.000 
MEPERIDINE 9230.0 2016 t000 0.000 1.000 1 --,'% 
MEPERIDINE-INTERMEDIATE-A 9232-0 2016 1.500 0.000 .1.000 
MEPERIDINE-INTERMEDIATE-B 9233-0 2016 3.000 0.000 3.000 
MEPERIDINE-INTERMEDIATE-C 9234-0 2016 1.000 0.000 1.000 
METHADONE 9250-0 2016 1.000 0.000 1.000 

‘"I 4-5 
METHADONE-INTERMEDIATE 9254-0 2016 1.000 0.000 1.000 NI -e._a, 
METHYLPHENIDATE 1724-0 2016 9,600,000.000 7.200,000.000 2,400,000.000 
METHYLPHENIDATE 1724-0 2016 2.000 0.000 2.000 %-i •-c21 

METHYLPHENIDATE 1724-0 2016 6.765,330.000 5,219,330.000 1.566.000.000 4 -(pig , Y .i '

METHYLPHENIDATE 1724-0 2016 600,000,000 0.000 600,090.000 
MORPHINE (FOR CONVERSION) 9300-A 2016 1.000 0.000 1.000 

\VP-a 

(eatuasetS L -3 - Le 
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(b)(4);(b)(7)(E) 

ft) 
MORPHINE (FOR CONVERSION) 9300-A 
NABILONE 7379-0 
NOROXYMORPHONE (FOR CONVERSION) 9668-A 

NOROXYMORPHONE (FOR SALE) 9668-B 

OXYCODONE (FOR CONVERSION) 9143-A 

OXYCODONE (FOR.SALE) 9143-B 

OXYMORPHONE (FOR CONVERSION) 9652-A 
OXYMORPHONE (FOR SALE) 9652-B 

PENTOBARBITAL 2270-0 

PHENYLACETONE 8501-0 

RACEMETHORPHAN • 9732-0 

RACEMORPHAN 9733-0 

SUFENTANIL 9740-0 
THEBAINE 9333-0 

2016 2,357,143.000 757,143.000 1,600,0001)00 
2016 1.000 0.000 1.000 `f-e-5 
2016 2,545,747.000 1,315,747.000 1,230,000.000 ' 

2016 103,117.000 15,960.000 87,157.000 
2016 1.000 0.000 1.000 ktec. 

2016 30,814,693.000 22,814,693.000 6,000,000.000 (N-.. 
2016 1.000 0.000  1.000 Y-63 
2016 1,991,000.000 1,232,812.000 768,188.000 

2016 49,000.000 . 0.000 49,000.000 

2016 1.000 0.000 1.000 

2016 1.000 0.000 1,000 

2016 1.000 0.000 1.000 

2016 730.000 600.000 130.000 
2016 1.000 ' 0.000 1.000 

2r .(2.- ID- S-1 co 
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Request Assigned 
ID Status Date 

stall 
Review 
Date Staff 10 

Data 
Submitted 

Quote 
Type 

DEA 
Number Company Ding Name 

Drug 
Code 

Quota 
Teat 

Requested 
Quota Current Quota 

127682 Pending 31-MAY-16 31-MAY-16 (b)(6) 25-MAT-16 MAN 
(b)(4),(b)(7)(E) 

D,L-AMPHETAM:NE 11013-A 2016 1500.000 

0.000

126143 Pending 19-APR-16 31-MAT-16 29-MAR-16 MAN OA..-AMPHETAMINE 1100-A 2016 11,314562.000 6.345564000 
0-AMPHETAMINE (FOR 

127661 Pending 31-MAY-16 31-MAY-16 25-MAY-16 MAN SALE) 1100-82 2018 1503,000 0.000 
0 -AMPHETAMINE (FOR

126144 Pendtng 19-APR-16 31-MAY-16 29-MAR-16 MAN SALE) 5100-92 2016 12659542.000 6.165,423000 

127623 Pending 31-MAT-16 02-4UN-16 20-MAT-16 MAN ETHTLMORPHINE / 9190-0 2016 1.000 0.000 

127831 Pending 31-MAY:16 02-JUN-16 20-MAT-16 MAN LEVOMETHORPHAN ''' 9210-0 2016 1.000 0.000 

127646 Pending 31-MAY-16 02-JUN-16 20-MAY-16 MAN RACEMETHORPHAN // 9732-0 2016 1.000 0.000 

2016 Pending MO applications as of 6-3-16 requires APO change 

tnereaae1 APQ 

1.600.000

Available 

4566.908.000 

1500.000 'no, 

4,674,419.000 

1.000 fi?7,32M .z.-

1.000 iin. t.:.,  -, 
v .':

1.000 
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Basle Class: 0170-A 
PO Totat(CM•P0): 0000 

2016 Revised APO 
Worksheets 

FDA Est: 
IMS Est: 

Share of 2016 Total Cate lisln0 CFR Mr% Celt thin CFR 50% 
Coequal' OSA Nun 2016 110 Request 2016140 2015 Sales 2015 Total Sales % of 2015 Sales PO 2015 inventory 2016 projected Erports 1nvont !mewl Final MO 

(b)(4);(b)(7)(E) 
10.023.002 10,000.000 13,020.oc0 12,020002 1,000 0.000 270.009 0.000 -270.000 2,285p00 0.000 

MO Tates: 10.000.000 10,002009 13,020.002 270.000 0.1102 -270.000 0.002 

Fatal DOW APO: 25.000.000 

final Revised APO: 0.010 

MO IeredaliCr 1.5 - Revised Ma - hwerteorr -10270.003 CPR 50%: -7.015.000 
zsis NUM APO: 0.001 
FDA Est . 2915 APO '41 • FDA Eel): 0.001 
1MS Est a 2015 APO • 11 •IMS Est): 0.001 

Proposed Rindsed: 15001)20 
with 25% buffer: *new 

2016 Proposed rov1sed APO WOISIS Mats as of 6-2-16 DIPMENOXYLATE (FOR CONVERSION 
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Basic Ciatal 9163-A 
PO rotal(CLI•Pq: 1.000,000 

2016 iroviaad APO 
WoMahaelf 

FDA Eat 
I itS Eat 

--066 tared on flydromoVIONe 
-051 

Company DEA 'API 2016 MO RaTerat 2016 MO 2015 SM. 2015 Total Sales % of 2015 Salts &la [la of 2019 Soul PQ 2015 Inventory 2016 Prolectrd Exports Odic tiling CtR 3.019 Invent Calc ustng cill 500 invent Final mu 

(b)(4) (b)(7)(E) 107,018 000 92700000 90.000 .000 68.000000 LOCO 1,0001200 160000 0.000 111.000 25,061.000 0.000 

20.000 003 0 WO 06,003000 0 503 0.300 0 000 10.000 10.000 10.090 0000 

1.000 0 030 0.000 86,000.000 0000 0.000 0,000 0.000 0.000 0-000 0000 

1000.000 1.000.000 0,000 98,000 000 0 GOO 0 003 0.000 0.000 0 OCC 0.000 0.000 

HO Toftla, 160,535.030 91.e00.000 sEcool000 189.007 ¶0.004 951.000 3.000 

Final Initlal APO: ts€000 000 

Final Parked APO: 0 000 
MO (4146-e*P3( 1.5 - Ftev1st4 MO - Inventory: -92660.500 CFR SOIL: -66430000 

2015 Weal APO: 110.000 000 
FDA Eat • 2015 AP CI FOA Es* 106,320.000 
rMA Ea. 2015 APO • Cl • IMS Ealy 103.001000 

Proposad Rayland: 100000100: 
with as% entr. 125.000000 

NOTE' 

( b ) ( 4 ) ante was bawd oro b)(4 ) pd na4c, tiO•navCr s n01 app!tacl for Guota as 006-3-16 

2018 Proposed revisod APQ •n311,the0ts 00 al 6-2-16 HYOROCCOOKV. (FOR cowErzsioN) 
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Bask C14ss: 1141-8 
PO T4ro1(CM•PD): 

Company 

(b)(4) (b)(7)(E) 

MCI TOMS: 

Fkr1s1 54001 APO: 

Flna1 7(01/014,(1 APO: 

MQ hi4x-6•PID• 1 b - fleviscd MQ - Inventory: 
2016 IrrItlal APO: 
FDA Est . 20IG APO • (1 • FDA 5 .41 . 
1MS Es10 2016 APO (1 • tug E%1); 

(b)(4) 

DEA NuO1 

710600.000 OCO 

0.000 

71376461,000 

7010 R4v154d APO 
Wohnheeta 

FDA Ed: 
NS Eat 

..744 
-027 

2916 140 Regwst 2010 MO 2318 Wet 2015 71001541um % of 2016 S•los Share ol 2016 1X416 Pq 2015 tr/vgutDri 2016 PHOcroed Exports OW uairn CFR 30% trrwirt Catc Using CFR 567E Inwrel 540.41 SAO 
5_000 4.000 0.000 30553,357.668 0.000 0_000 0.011 0000 -0.051 -0051 0_000 

164,700,000 55911000 8,765_000 30.0.1.357.535 0.000 11165475 117,905.000 0000 -103,339.351 -102.506,904 0000 
20.000 20.000 7,450 36,553,157683 0000 14.440 66.1.01 0.000 47.6113 -45:470 0000 

408,000 003 122.641000 7.219.426 36.653,157,488 0 ❑OD 11,002_388 41.007.931 0.000 -23,730252 -27025.114 0.030 
139360000 5690.000 25-000 lasts3.357 683 0003 55.779 1673017 0.000 -1,603.534 -1,596,173 0.000 

3,283,000 COO 3,228 000030 ' 0 000 38853.357.888 0.030 0003 0000 0.000 0.000 0.000 0.000 

842,000,000 543,000.000 1,313,573_000 30,850 357883 0.1137 2.0325E0.608 3,951.102000 0.000 -462,712.550 .271,720241 0.000 

20,500,000 000 20,83000C 003 14.458875.000 38,543,3570.56 0.333 23,057,730380 6,707.342,000 12,200 COO 27.719.017.895 29196249.72E 0.000 

25057.000000 21.877.800 000 18,427.523.000 36.653,357685 0.300 35.639.365.436 4,539330 000 0.000 42027,058066 44.640.473,545 0.000 

9,002070 000 6.944,393000 521,852.000 36.853,357,638 0.014 1,010203,503 2,011.901000 0.000 -606038.446 -el8748.621 0.00 

6032,000.000 4.000863.000 170.470000 364-53.357885 0.005 310161,105 4204,518 000 CLOW -3,775.533.563 .3349,199.118 0.030 

0000,000000 8,000,033000 1.850201.000 36,551.357,680 0.050 3,595,213.696 1,822.337.000 0.000 2050.890.025 3,115.203520 0000 

75,3,46,605003 64,563,424.000 56.053.157.368 25.229.131,430 12.260 COO 67,573,447.370 0 000 

17.252,136.070 CFR SOX: 0621.303.242 
70,700,000.000 

60.519.200.000 
68762.820 COO 

has a perrdino re41.e61101 135.000_300 

Proposed RevIscdt 

wttb 25% buffer: 

58,800.000800 
88,000.000000 

2010 P(000360 (0vised APQ worksheets as of 6-2-76 NYORQCODONE (FOR SALE) 
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Dugs C1444; 95564 
PO TcnoliCkl•PD): 2595,407 009 

2016 Revised APQ 
Worksheets 

FDA Est: 
1145 Est• 

-.0813 
..091 

0001P400 DEA Ruin ' 2016 Mg Regue41 3016 MEI 2016 Salsa • 2315 Tot11 Sales 94 el 2011 Wes Shane 012016 Totai Po 2013 litimmegy 2016 ProJ44140 EXPOCIA Cris triltla CFR 30% invest Cate using CFR 50% invsnl Final uct 

(b)(4);(b)(7)(E) 5.000 
106E09000 

4.003 
43.144000 

0.000 
3.981.003 

3211.426.354 
3211426.354 

0000 
0.00 

.0.000 
3.205.197 

0.000 
35040000 

0.000 
0000 

0.000 
40,876.444 

0.000 
-30,040254 

0.000 
azoo 

20.033 28.600 0,000 1,211,426.134 0.033 0.000 0.033 10,000 10.000 10.000 0 030 

20.000 20.000 8.692 1211,426.154 0.000 7.025 39.097 0900 •29.965 .26.143 0.000 

57.050.000 57,950.003 24,564.468 1.211108.351 0.008 10,528.213 34,034672 2,000 4544.895 .3.662.239 low 
....-

2.020 0,000 0.000 3211.426.354 0.000 0.000 1.014 0.000 •1.014 -1.014 0.000 

70,781.001 70,361. 43466E31 3.211.426.154 0,014 08.128.830 67.465.082 0.000 -21.618.603 .12,706182 ctioca 

691.458003 893.111.000 493.801.543 3,211,426.354 0.154 300.079.9E15 241,629.413 5,900.000 283.074.568 365.370.954 0.000 
443,062.030 445.000000 297E42.000 3.211,426.354 0.033 240.547.982 32075.000 0800 280,617377 34).020.474 0.000 
620.000040 820.000.000 576,481900 3215,426154 0.100 465E99,777 405.070.000 0.000 203.559710 321,424.971 0.000 

1E00.400 1,000,0441 0000 3,211,429351 0.000 0.000 0.000 0.000 0.000 8000 0 000 

2256.000.000 2,258.0.30.060 1,714,735.000 3.211,425.354 0.534 1.365512636 368,836.000 0.000 1.432720427 1.792.111545 0.000 

1,0E2000/X0 636.0009X0 0.000 3211126.354 OACC 0.000 0.000 0900 0,000 0.000 0.000 
1,930.030.130 177.018.000 57.166000 3211,426.354 0.016 40200.355 229.429.000 567.503.000 490.131.451 500,112.943 0.000 

810 Totals: 7,411026.000 5298.648.008 3211.426.354 1,413,1640.478 673,410.000 2,633,798.622 0.004 

Mel 114441 APQ'. 8.600.030.000 

F131.1 Revised APO: 0.0170 
140 FYed•P0- t1 -Revised 14Q • 
gwantery: -2,020.177.978 CFR 50%: -2,666,113.140 
2015 Initial APO: 5.600900.000 
FDA Est 2013 APQ -51 4 6130. Est): 5,107,200.000 
1MS Eat - 2015 APO • (I 4 1148 Eat 5.696.1160003 

Proposed Revised: 5.600.000.000 
2.5%6V8011 7.000.000.000 

2616 Proposed revised APCiworimeets es w 8-2-16 HYDROMORPHONE., 
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Catic Class: 0220-0 
2016 R•vinad APO 

Worksomix 
AO Total(CM•FO): 1037,142 000 FDA Esti -A55 

14116 Ent -.127 

Company CEA Num 2016 MO Flosto•st 2016 Mg 2015 Sato 2015 Total Silos % or 2015 Saks Snare 01 2916 ToMIAO 2015 instontory 2016 lAnioclod Futons Catc Using CFR 10% Invent Dais Using CFR 50% 5,4 rt picot saq 

(b)(4) (b)(7)(E) 5.000 4.000 0.000 1,010,040.677 0.000 D.000 0.000 0000 0000 CAM 0,030 
1050,000000 1.950.000.000 266.514020 1.010940,677 0,772 1240,542.659 1,175,362.000 0.000 434,373 547 565,025,190 0,000 

20.000 20.000 0000 1010.040.1377 0 000 0.000 0.000 10000 10.000 10.020 0,003 
5.000 5 000 2.077 1.016,040.677 0.000 4.222 0.730 0,000 4.754 3217 0001 
1,000 0.000 0,000 1,016,440.677 0000 0.000 12003 0.000 0.000 0.000 0000 

aseoc0000 505.605000 232.424 000 7,018,940077 8220 36E094.816 169005 000 0.000 317.266.264 167,044.523 0.000 

MO 14;1.1.1.1.: 2,760.031,000 2455,634.000 1018,940 677 1037.637.730 10.000 751.6C6 870 0,000 

Firol Initial APO: 

Final Fsvised APQ: 

4,380.000 000 

0 000 

1113 Slated•PC? t_S S. fles,sed 613 - Inlmototic -1392.808.730 cF11.50%: -1.525.659.061 
2015.1nAilal AYQ: 5.2.02020.000 
FDA Est • 2015 APQ '11 • FDA Est); 4220900 000 
IMS Est • 2015APO • (1 • IMS Est): 4,1e3000.000 

Proposod Revise.]: 3.705.000 000 
vett, 2520 buffer. 4,532,5120 00D 

2016 Prop0.5e0 revisal APO Ve0itSh0131s as of 6-2-16 WEPERiDINE 
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Bask Ctass 0010-0 
Po Teasi(cM•p0): 1.061327000 

2014 Revised APCI 
Worksheets 

FDA Est 
1111 Est: 

cslc Using CFSt SP% Catc Usmg CEA 15079 
Company DEA Hum ]016140 Raqtrast 2016 MO 2015 Sales 2015 Total Saws % of 2015 Sgas Shan at 2018 Total PQ 2015 Inventory 2015 Projansd Exports Invent . invent FirMi MG 

(b)(4) (b)(7)(E) 44,000.060 440E0_000 30.054000 195,740 000 0.197 705.559247 25.910 000 0000 245.209.021 244,544_555 0 000 

140,000E00 140.000,000 159.68E000 108,740.000 0.802 852707.7E3 228 901 MO 0.000 870,680.070 875.972./02 0.000 
60,000000 15,030_000 0.000 590.740000 0.000 0.000 0.0E0 0.000 0000 0.000 0000 

MO Tants: 244 000 000 121000003 188,740.000 214,927 ma DM 1,124,898.100 0.000 

Final Innis! APO; 5540000w 

Final Ratised AP10. 0001 

140 Iveri.-PLY 1.5 - R.11.1 MQ. Inventory: 5.125.1E3500 CFR 5UA: 927516_750 
2015 Inn:141AM: 550,000.000 
FDA Est • 2015 APO -  (1 9 FDA Eor 550,000.000 
IM9 Est • 2015 APO' 11 • IMS 550,000.000 

Proposod Rautseat 366,000 000 
add, 28% buffer: 175.000.000 

2015 Proposed revised APQ wtniSheets es 01 6-2916 OPIUM TINCTURE 
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/-) 
Beek clue: 6141-A 

Pa Te0a4C1,14 pc); 

COMMA, DEA Nuns 

603.000 

2016 110 R•ousit 2016114 204 Sates 2015 Tote! Sates 

2010 Revised APO 
Worksheet* 

% of 2015 Saks 

FDA Est: 
165 

Share o12016 Tout PQ 2015 inventory 

.154 torn orpnorphone data 
-017 

• 

2016 %bladed Sepotte Cite asing CFR 50% Invent Cate thing CFR 50% Invent FIMI 1,02 
b)(4);(b)(7)(E) 10.000 

1.1503 
10.003 0.000 

0.000 0000 
2594.962.015 
2,164,062.015 

0.1500 
0 000 

0.000 0.000 
0000 0.050 

o0% 0033 a coo 0.000 
0000 0.000 0.003 a .o:o 

600.000.000 660667.033 056000 000 2,194002.015 0.255 153.040 • 0.000 0.000 168.164 140558.310 0.000 
2,003003.600 2.000,000000 1E35,070.000 2,1040820115 0.745 4413640 516,1E13.203 0.000 4540,600.966 436.ess.ao 0.000 

1.000.000 1.030.000 0.000 2,101,992.010 9050 0.000 0 000 0.000 0.000 Eca 0 000 

ma Touts: 2,601011.030 2,607,671.000 2,194,970.030 646,1 83E03 0003 -646453.004 0.000 

Fidel labial APO: 5.033.093000 

Final Revised APO: 0000 

SAO Need-PCY 1.5 - Revised 141 • Inventory: 4512,960003 CFR 50%: -2.964,367603 
201S Initial APCi: 6,600,050.033 
fDA Est . 2015 APO • (1 • FDA Es1): 7.442,856003 
IRS Eat 2015 APO • (1 ♦ MS Ea*. 6,057,776.0W 

Proposed Revised: 4.003003.030 
with 25% buffer: 5003.000603 

2016 Proposed revised APO work6beeiS as of 6-2.16 OXTCODONE (FOR CONVERSION) 

Page 1120 Vol. 1



Battc c.lass; 9652-A 
Pa Totail01.4•1101: 2.083.500000 

2010 Ftaviaail APO 
WOrkithette 

f06 Est: 
INS EM: 

.070-1m en norozymon,nose aria 

.1%3 

Company CEA Num 2016140 Recturit 2016 MO 2015 Sales 2015 Total SaMa % of 2015 Salm SP4m of.  2010 Toil P•1 2015 inraMody 2016 Frojaslod Exporla Ca /c Using CFR 30% Imam Cs1c Using CFR 30% In na Final F10 

(b)(4),(b)(7)(E) 1.000 
380.000000 

0.000 
380000.000 

0.000 
0.030 

12.086.269000 
12,084269000 

0000 
0.000 

0.000 0.000 

0.000 203.481.00D 
0.000 

0.003 
0.000 0.000

-28140 C000 -253,451,000 
0 000 
0.000 

11,103.000.000 )0,004) 09.000 10.343.499000 12.066269000 0.656 1283566.040 562,629 030 0.090 1.355.456.332 3.8.52.162550 0.000 
3,758,000 000 3.234.359000 1,742033.000 12.088269600 0,144 300.440.380 993.065.000 0.000 4103,492.932 -107.806.300 MOM 

2,000.000 760.000 0000 12,086209 000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 
2.760.000.000 1973059.000 0.000 12038269.000 0.000 0.030 0.000 0.000 0.000 0.000 0.000 

MO Totals: 17930.001.000 15.612034000 12.086269000 2.245.075.000 0.000 463,482.806 0.000 

Final ln21441A1.0: 23,200,000.000 

Final 114‘1•46 APO: 0,000 

MO Need•Kr 1$ • Ravi:4011Q • I nv•Mory: 04,732050,000 CFR S0%.: .12.231 ,959250 
2015 Inktiai APO: 23230000.000 
FDA E31 2015 APO • (1 • FDA Egl): 25,1309.600000 
IMS Est • 2015 APO •11 • RAS Eat): 25,828.560.000 

Proposed Revisal]: 20000.000500 
with 25% bwiTar: 25.000.000000 

2016 Proposed reriSed APE) w049sheets as of 6.2-16 OXYMORP HONE. (FOR CONVERSION) 
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Basic Class: 963243 
PO resayc61,P0): 3415,27,5.000 

2016 Rexiss 4 APO 
Warsaw...I 

FDA Est 
1143 £40 

.114 

.024 

Company DEA Num 2016 MCI R4q.M 2015 110 2015 Sams 2013 Tots! Sawa %a/ 2015 Sales Share al 2016 Tool PO 1015 irrvorltory 2015 Projected Exports Cam usirtg CFR 30% trtvart1 cafc Using era isar. 6✓4e1 Flax: MO 

(b)(4) (b)(7)(E) 5.000 
20=0 

4,002 
20.600 

0.000 
0 Ca/ 

1.831.365547 
1.014.060.547 

0.000 
0.000 

0.000 
0.000 

0.007 
0.000 

0,600 
10.003 

-0007 
10.000 

-0,007 
10.000 

17.000 
0 000 

50.000 30000 40.090 1.954,569.517 0.000 70 782 177.111 0.000 -85 001 -71.611 6 WO 
34.600 OCO 11,610.003 58.157 1,034368.347 0000 67 399 20,101251 0.000 -23,104.963 .23E103713 0.000 

715.000.003 062212.0(0 2942558.000 1.914360,547 0,152 519.471,507 120.969.000 0.000 346,544.319 593.926239 0,000 

1120.000.000 1,120,000.000 1.102408.005 1,524369,547 0370 1,547893220 920,269.000 0000 1,810,552.108 1,739299.636 0.000 

1,991,000.000 1212.512.000 534694.000 1554.N38.547 0.276 944.041811 260201.000 0.000 983975.551 1050.412261 0.000 

5,000000 3.000.000 ' 0.000 1,934,366.547 0003 0.050 0.000 0009 0,000 01X70 0.000 

525,005.007 284,525.000 2,566.000 1.034 348.317 0004 4.550422 710 0e1.000 0.000 -312,171.336 -111,708409 0.000 

MO Totals; 4790,74S 000 3,337,326,000 1.934,368,547 3.653,950.349 10 000 2,765.921.051 0000 

Elnal laltiat APO, 6,290,000000 

Flnal 6:8vIsed APO: 0 000 
410 rio.3-P0r 1.S - Ratised MO- Inve,stOrt 151.640 551 CFR 8Q% -231E556.712 
201 5. 958111 APO: 6200.000000 
FDA Est • 21315 APQ - r.FDA Esti: 6.068.040.000 
1145 Es? x 2016 APO • (1 41013 Ell): 9330460000 

Proposed Retie d: 5000.000.000 
with 2514 buffer: 6250000000 

2016 Pr:3E0300 revised APO worksh001.5 05016-2-16 OXYMORP1-1019E (FOR SALE) 

Page 1122 Vol. 1



/-1 
Basic Close: 97320 

2016 Revised AP0 
Worker:ave. 

PQ YotaRCIA•PIA: 

Company CEA Num 301E 

0.000 

MQ Request 2014 MU 2015 Setae 2015 Tots,. Saks 15 af 2015 Saks Share of 200 Total PQ 

MA Est 
IMS Est 

2015 Inventory 2015 Proketed Evens Cale Wen CFR 30% lamb Cele (11100 CFR LOX know/ Final MO 

(b)(4),(b)(7)(E) 2 000 2000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 0.063 0030 

1.000 0000 0.000 0.000 0.000 0.000 0.000 0000 0.000 0.000 0.000 

3.000 2.000 0.000 0.000 0.000 0.000 0.000 MO Totals: 

anal [MUM APO: 2.000 

Final Revised APQ: 0.000 
MO lieed•PQ' 1.5 -Revised MCI -Inreritory: -2.000 CFR 50%: -2,000 
2015 latest APO: 2.000 
FOR EM . 2016 APO • 11 • Fl3A Es* 2000 
1145 Eat • 2015 APO. (1 • 1MS Eati: 2.000 

Pan:eased Revised: 4.000 
with 25% buffer: 5,000 

2016 Proposed revised APO vreeissrberes as 016.2-16 RACEMETHORPHAN 
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Basle Class 
Estalhhed 

2016 Quotas 

(8) 

Proposed 
Revised 2016 

Quotes 

Ig) 

Temporarily Scheduled Substances 

8.80,81(4)4110Tairte-Pnetp5P.F-99'1119V15424a1V27459:14.532M4112-2491.59V0V55 -9:95 Wfh-h-o-‘9-Vite 

V ,  4 po 
Schedule I 

[1-(5-firompenty11-11-1-indeml-3-yil(naphthalers-1-31)methazone(1111-2201) 15 no change 

141-Phenylcyclolicxyppyrrolidine • 10 no change 

1-(5-Fluoropeaty1)-3-(1-raphlhoyDindole (AM220I) 45 no change 

1-(5-Fluoropentyl)-342-iodobenzoyPindole (AM694) 45 to change 

1-11-(2-Thierwl)cyclobexylipipa5dine 15 no change 

142-(4-Morpholirty0ohy11-3-(I-napbthoyl/indok (1WH-200) 45 no change 

1-Benzylpiperazine 25 no change 

1-Butyl-341-oaphlhoylhodole (IWH-073) . 45 no change 

1-Cyclohcxylethyl-3-(2-mahoxypfienylaccynindole (SR-I 8 and RCS-8) 45 no change 

1-Heay1-3-(1-naphihoypindole (11M-019) 45 no change 

1-Methyl-4-phenyl-propfenoxypi Aloe 2 no change 

1-Peetyl-3-(1-naphthoyPindole (13V13-018 end AM618) 45 no charge 

1.pencyi-3.(2.ohlorophenylacetypindole (JWH-203) 45 no change 

1-PcMyl-3-(2-melhoitypbenylacetyl)indole (3WH-250) 45 no change 

1-841411-3-(9-ehlolv-illaPhilloVOindole (1WH-398) 45 no change 

1-Penty1-3-(4-methyl-1-mphlhoypindole (1WH-122) 45 no change 

I Penly1-3-I(4-nselhogyhbtortoyl] indole (SR-I9, RCS-4) 45 no change 

I -Fensy1-3-(1-(4-manoxynaphlhoylPindolc (INVII-081) 45 no change 

242,5-13imethoxy-4-ethylphenyl)ethroamine (2C-E) 30 no change 

2-(2,5-Dimethoey-4-methylpherypethanamine (2C-13) 30 no chang 

2(2,5-Dimethoxy-4-nitro-phenyPeihanainine (2C-14) 30 ea change 

2-(2,5-Dimethoxy-4-o-propylpheayPelbanamine (2C-P) 30 no change 

2-(2,5-Dimethoxypbenyl)ethaimmine (2C-ID 30 no change 

2-(4-Bromo-2,5-dimethomphosyl)-N-ry-methoxybenzypethatemine (25B-N130Me; 2C-B-NBOMe; 258; Cimbi-36) 25 so change 

2-(4-Chloro-2,5-dimethoityphenVi)elhanarolue (2C-C) 30 no change 

2(4-Chlom-2,5-dimethoxypheny1)-N-(2-melhoxybenzypethanamine (25C-NBOMe; 2C-C-NBOMe; 25C; Cimbi-82) 25 no chang 

2-(4-lodo-2,5-dimethoxyphcnyl)etbanamine pc-0 30 no cheng 

2-(4-lodo-2,5-dimehoxypheny1)-N-(2-mclhoxybenzyP)thanarninn (251-NBOMe; 2C-I-NBOMe; 251; Cirobi-5) IS no change 

2,5-Dimethoxy-4-ethylampheumine (POET) 25 no change 

2,5-Dimelhoxy4-copropylthiophenctbylamine 25 no change 

2,S-Dirtethogyerophelamice 25 no change 

214-(Ethylthio)-2,5-dimethoxyphetyliethenarnioe (2C-T-2) 30 no change 

244-(Isopropylthicd-2,5-dimethoxyphenyPethanamioe (2C-T-4) 30 no change 

3,4,5-TMacthcxyamphetamine 25 oo charge 

3,4-Methylenedioxyamphemmine (3,IDA) SS no change 

3A-Mehylenedioaymethamphetamine (MDMA) 50 ro change 

3,4-Methylenedioxy-N-ehrluslPheonsine (MDEA) 40 no change 

3.4-Mesbylenediony-Mmethylcadnane (methylene) 50 no change 

3,4-Methyletcdioxypyrovelerolle (MDPv) 35 to cbang 

3-FMC; 3-Fluoro-N-methyleethicone • 25 no <bang 

3-Methydentanyl 2 no clung 

3-Methylihiofecitanyl 2 no change 

4-Bromo-25-dirnethorvamphemmirr (DOB) 25 no change 

4-Brorno-2,5-dimethoxyphenethylansine (2-C13) 25 no change 

4-FMC; FicPhedreue 
25 no change 

4-Methoryarophciamine 150 no change 

4-Methyl-2,5-dimethoxyamphetamine (DOM) 25 no change 

4-Methylaminarex 25 no charm 

Page 1 of4 
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4-MEC; 4-Methyl-N-erhylcathinone 25 no changes 

4-Methyl-N-mtihylcathinorie (mephc4rong) 45 no change 

4-Methyl-a-prrolidinopropiophannne (4-MePPP) 25 _ no chang 

5-(1.1-Dinsethylheptyll.2-1(111.35)-3-hydronycycloheacylhphenol 68 50 

5-(1.1-Dimerhylocry1)-21(1R,35)-3-hydroxycyclohotyll-pharol (cannabieyelohexanol or CP-47,497 CS-homolog) 53 40 

5-Fhioro-URI 44, XLR11 25 no change 

5-hiethoxy-3,4-methylcacdioxyamphetamine , 25 no change 

5-Methoxy-N,14-cliisopropyltryptamine 25 no than 

5-Medroxy-NNoliniethyltryptanrite 25 no chang 

AB•PINACA 15 no chang 

Aceryl-alpha-methylfentanyl 2 no change 

Aceryldihydr000deine 2 no change 

Accrylmethadol 2 no change 

14 0012 l l' l ill?
' 54199s4 • 

Allylprodine 2 no change 

alpha-Ethyllrypennine 25 no change 

alpha-Methylfenlanyl 2 no change 

alpha-Methylthrafentanyl 2 no change 

alpha-Methyloyptamiac (MT) 25 no change 

alpha-Pyrroliclinobutiophenone (a-PUP) 25 no change 

alpha-PyrrolidRopentiophenone (a-PVP) 25 no change 

Alpharztylniethadol 2 110 change 

Alpharneproding 2 _ no change 

Alphrenethadol 2 no change 

Amino= TS _ no Chang 

AFRICA, AX3348 25 no change 

Benzylmorphine . 2 no change 

beta-Hydrox7-3-rnerhYlienranYl 
2 no change 

beta-Hydroxyfentanyl 2 hang 

Betacerylmcgradol 2 no change 

Illetaseprodioc 2 no chang 

Betarnethadol 4 no change 

Bensprodine 2 no change 

13ufotcnInc 3 no change 

Sutylone 25 no clime 

Callithone r • 70 30 

Codeine mellorlbrolaille 
5 no change 

Codeine-N-oxide 305 no change 

Desonaorphine 25 no change 

Diellayhrypiamine 25 no chang 

Difenoxin 11,000 no clang 

Dlydromeohine - 3.000,000 2,000.00Ci 

Dinethyltryptamine 35 no change 

Dipipanone 5 no change 

Fenethylline 5 no change 

ganunn-Hydroxybutyric acid 70,250,000 no change 

Heroin 
SO no change 

Hydnarnorphinol 2 no change 

Hydroxyperhiclinn 2 no change 

lbogaine 
5 no change 

Lysergic acid dielhylamidc (LSD) 40 no change 

Marihuana 658.000 no change 

Mescaline 25 no change 

Methaqualonc 10 clang 

Methcathitone 
25 no change 

Methyldesonshine 5 no chant 

Page 2 of 4 
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Methyldihydnantorphine 2 no change 

Morphine methylbromide 5 no change 

Morphine niethylsulfonate 5 no °bang 

Mciphine-Noxide 350 no °hang 

N.N.Dimethylamphetamine 25 no clung 

N-(1-Amino-3,3-dimethyl-1-oxobutan-2-y1)-1-penty1-1H-Indazo103-carboxernide (ADB-P1NACA) 50 no chang 

N41-Amino-3-octhyl-dozobuttin-214)-1-(4-11uorobenzyl)-111-indazolet3-carboxamide (AB-FUBINACA) 50 no chang 

N-(1.Aminc-3-methyl-1-oxobutato2.y1)-1-(cyclohexylmethyl)-186indazolodomboxantIde (AB-CHMINACA) . '15 no chang 

N-(1-phonedylpiperidin-4-y1)-N-phenylo«tantide (acctyl Ihntanyl) 100 no dung 

N-Elhy1.1-phcaylcyclobenYbonine 
no change 

Nahylamphctamite 24 no change 

N-Hydroxy-3,4-methylenedioxyaraphdczninc 24 no change 

Naphyrone 25 no chang 

Noracymethadol 2 co changc 

Norkyorphanal 52 to change 

Nonnethadone 2 to clung 

Normorphine 40 no change 

Para-fluorofentanyl 5 no chat* 

Paraluctyl 5 no thong 

Pontedronc 25 no thane 

Pentylone 25 no chang 

Pherom013011ao 
2 no chang 

Pholoxline 5 no chug 

Psilocybin 30 no change 

Psilocyn - 50 no change 

QuInelio-814 1-(5.41tzoroanny1)-1H-indolc-3-catho (5tfloore-013-22 5F-PB-22) 50 25 

Quinialio-Hotl 1-penty1-111.indole-3-ciaboxYlate (PB-22; QUPIC) 50 25 

ictrahydrocannablools 511,250 no changc 

Thi feniatql - - 2 no change 
V 

Tilidine 
25 , no change 

Tdracperidite 2 no clang 

UR-144 25 no chang 

Schedule II 

1-Phenylcyclohexylarcine 5 no change 

1-Piperidinocyclohexanecarbonitrile 5 no change 

4-AnilinatN-phenethyl-4-piperidine (ANPP) 2,950,000 2,250000 

Alfontanil 17,750 no chang 

Alphaprodine 3 no change 

Angbarbital 25,125 no change 

Amphetamine (for conversion) 15,000,000 no changc 

Amphetamine (for sale) 
. 39,705,000 45,000,000 

Carfentanil 19 no change 

Cocaine 200,000 DO change 

Codeine (for conversion) 
50,000,000 no change 

Codeine(for sale) 63,900,000 no change 

SeatcoProPoitYPhnun 
19 no change 

Dihydr000deine 226,375 no change 

Dihydroetorphine 3 no change 

Diphenoxylate (for conversion) 31,250 18,750 

Diphenoxylaic On sale) - 1,139,500 no change 

Cognition 125.000 no change 

Etbyteunghloe 
3 5 

Morphine hydrochlotrode 3 no change.

Feotanyl 2,300,00C no change 

Glutcthimide 
3 no cheap, 

Hydrocodone (for conversion) 
-235,000 177,500 

Page 3 of 4 
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Hydrocodone (for sale) 88,500,000 26,000,000 L 

Hydromorphonc 8250.000 ],000,000 1

Isoreetbadons 5 an change 

Imo-olphacetyhumhadol (1-6638) ' 4 no change 

Levothethorphan 

Levomhanol 7,125 no change 

Liideminfetamine 29,750,000:' 23,750,00r 

5,450,000 -- 4,632,500• 

Mmeridine Imenatediama 6 no charts 

Mcpaidine Intermediate-0 11 no chats; 

Memridine Intermediale-C 6 tan thong 

Mttasocino 19 

31,815,000 
no dung 
no thong Methadone (far sale) 

Methadone Inrermediate 34,375,000 no Mang 
Methamphetamine 2,061,375 no ehang 

(1,250,000 grams of levo-desoxycphedrine for use in a non-controlled, non-preserlption product; 750.000 grams for methampbeteminc mostly fo conversion to a 
schedule III produm and 61.375 grams for methamphetemine (far sale)] 

Methylphenidate 96,750,1 n 84,375,000 ,

Morphine (for conversion) 91,250,001 no change 

Morphine (for sale) 62500,00 no clime 

Nabilonc 18,751 no charm 

Noroxymomhone (for conversion) 17,500,0 no Mang 

Notosymorphcne (far selc) 1,475,0 625,000 

Opium (powder) 112511 on change 

Opium (tioMure) 687,500 375,0001 

°domino 30,000,00, no changc 

oupeodone (for -conversion) 6250.0 -5,000,000 

Orycodone (for sale) 139,150,004 no chmg 

oxymorphorte (for conversion) „9...5,,s50 mher— 29,000,00' wweltarte 

Ommorphom (for sale) 7,750 I 1I 6,250,00C 

Pentobarbital 38,125.001 no change 

Phenvocioc 6 no Mang 

Phencyclidine 50 no ehaeg 

Phnom< twine 3 no change 

Phcnylacctonc 50 to Chang 

Raistmethorphtta 5 

RacemorPhan 3 no change 

Remifcnlanil - 3,750 no change 

Somber-bite! 215,003 no chmge 

Sufentanil 6.255 no change 

Tapcotadol 25,500,001 no Wang 

Thcbsinc 125,000,001 no change 

- IMO Chemicals 

Ephedrine (fa commie's) 100.000 50,000 

Ephedrine (for sale) 4,000,000 no change 

Phttylpropsnolemiue (ter mincsion) ' 22.400,000 , 15,000,00C 

PhemtIpmpanolamIne (for salt) . - 8,500,008 +Mel* 

Pstudodphedrise (for conversion) 7,000 redo 

Pseudoephedzirie (for sale) 224500.0011 200,000,00,4 

3 
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2016 Proposed Adjusted Aggregate Production Quotas and Assessment of Annual Needs 

Section 306(a) of the Controlled Substances Act (CSA) requires the Attorney General to establish 
limits on the production of schedules I and II controlled substances. This responsibility has since 
been delegated to the Administrator of the Drug Enforcement Administration (DEA), who has re-
delegated this responsibility to the Deputy Administrator of the DEA. 

• The attached Federal Register (FR) notice, prepared for your signature, proposes to adjust the 
calendar year 2016 aggregate production quotas (APQ) for each basic class of schedule I and II 
controlled substances and assessment of annual needs (AAN) for the list I chemicals ephedrine, 
phenylpropanolamine, and pseudoephedrine for which the United States has medical, scientific, 
industrial, export, and reserve stock requirements. 

• As stated in the 2013 FR Notice, DEA continues to add an additional 25% to the APQ for schedule 
II substances and those schedule I substances that are used to produce drugs that have a medical 
need (specifically, GHB, difenoxin, and tetrahydrocannabinols) to prevent potential drug shortage 
issues. 

• The Food and Drug Administration (FDA) responded to DEA's annual letter on May 12, 2016, 
which provides information on new, continuing, and discontinued drug products containing schedule 
II substances. Therefore, this information is considered in the analysis for the current proposed 
adjustments. 

Expeditious review and publication of this notice is necessary to ensure an uninterruptable supply of 
schedule I and 11 controlled substances as well as list I chemicals ephedrine, phenylpropanolamine, 
and pseudoephedrine for the legitimate medical, scientific, industrial, and export requirements of the 
U.S. 

• The following points provide brief explanations of the changes from the initial AAN & APQ values: 

Schedule I substances 
• The APQs for AH-7921, beta-Hydroxythiofentanyl, and Butyryl Fentanyl were increased from 

zero due to these substances being controlled or temporarily controlled after the publication of the 
2016 Established APQ FR on October 6, 2015. The manufacturing of these substances will be used 
for analytical standards, reference, and research material. 

• The APQs for Cathinone, Quinolin-8-yl 1-(5-fluoropenty1)-1H-indole-3-carboxylate (5-fluoro-
PB-22; 5F-PB-22), and Quinolin-8-y1 1-penty1-111-indole-3-carboxylate (PB-22; QUPIC) were 
decreased due to the decline in the manufacture of diagnostic kits and reference standards by 
manufacturers, as well as reduced research requests from schedule I researchers for these substances. , 

• The APQ for Dihydromorphine was decreased based on the decline in the production of 
hydromorphone for which dihydromorphine is an intermediate controlled substance. 

OD/ODQ/ODEQ 6/3/16 Page - I - of 2 
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L., Schedule H substances 

• The APQ for 4-Anilino-n-phenethyl-4-piperidine (AMP) was decreased based on the decline in 
the production of fentanyl for which ANPP is a starting material. 

• The APQ for Amphetamine (for sale) was increased based on FDA, 1MS Health, and 
manufacturing data showing an increase in the domestic market and product development efforts for 
new generic drug products. 

• The APQ for Diphenoxylate (for conversion) was decreased based on the new brand holder and 
their contract manufacturer awaiting FDA approval to re-enter the market with the drug product 
Motefen for which diphenoxylate (for conversion) is the starting material. 

• The APQs for Ethylmorphine, Levomethorphan, and Racemethorphan were increased due to 
increased registrant requirements. The manufacturing of these substances will be used for analytical 
standards, reference, and research material. 

• The APQs for Hydrocodone (for conversion), Hydrocodone (for sale), Hydromorphone, 
Meperidine, Oxycodone (for conversion), and Oxymorphone (for sale) were all decreased based 
on FDA and [MS Health data showing a steep decline in domestic utilization. This decline may be 
related to the efforts of the DEA and CDC to inform the public of the opiate epidemic. 

The APQ for Lisdexamfetamine was decreased based on the exportation of Vyvanse in lOwer 
quantities than previously forecasted by both the brand holder and contract manufacturer. 
Lisdexamfetamine is not an internationally controlled substance, consequently the brand holder's 
forecast of export expectations were considered until actual export data from the contract 
manufacturer could be obtained. 

• The APQ for Methylphenidate was decrease based on IMS Health data showing the market 
stabilizing at a lower threshold then either the FDA or the brand holder manufacturer predicted after 
FDA downgraded the rating of 2 generic products as not equivalent to Concerta in 2014. 

• The APQs for Oxymorphone (for conversion) and Noroxymorphone (for sale) were decreased 
based on a major manufacturer awaiting FDA approval for a new drug product. 

• The APQ for Opium Tincture was decreased due to a major manufacturer exiting the market. No 
other manufacturer currently shows interest in acquiring the available market share. 

List 1 chemicals 
• The AANs for Ephedrine (for conversion), Phenylpropanolamine (for conversion), 

Pseudoephedrine (for conversion), and Pseudoephedrine (for sale) were decreased based on IMS 
Health data and actual received importer and manufacturer quota applications. 

( same OD/ODQ/ODEQ • 6/3/16 Page - 2 - of 2 
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BILLING CODE 4410-09-P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

pocket No. DEA-420P1 

Proposed Adjustments to the Aggregate Production Quotas for Schedule I and II 

Controlled Substances and Assessment of Annual Needs for the List I Chemicals 

Ephedrine, Pseudoephedrine, and Phenylpropanolamine for 2016 

AGENCY: Drug Enforcement Administration, Department of Justice. 

ACTION: Notice with request for comments. 

SUMMARY: The Drug Enforcement Administration (DEA) proposes to adjust the 2016 

aggregate production quotas for several controlled substances in schedules I and II of the 

Controlled Substances Act and assessment of annual needs for the list I chemicals 

ephedrine, pseudoephedrine, and phenylpropanolamine. 

DATES: Interested persons may file written comments on this notice in accordance with 

21 CFR 1303.13(c) and 1315.13(d). Electronic comments must be submitted, and written 

comments must be postmarked, on or before [INSERT 30 DAYS AFTER 

PUBLICATION IN THE FEDERAL REGISTER]. Commenters should be aware that 

the electronic Federal Docket Management System will not accept comments after 11:59 

p.m. Eastern Time on the last day of the comment period. 

Based on comments received in response to this notice, the Administrator may hold a 

public hearing on one or more issues raised. In the event the Administrator decides in his 

sole discretion to hold such a hearing, the Administrator will publish a notice of any such 

hearing in the. Federal Register. After consideration of any comments or objections, or 
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after a hearing, if one is held, the Administrator will publish in the Federal Register a 

final order establishing the 2016 adjusted aggregate production quotas for schechile I and 

II controlled substances, and an assessment of annual needs for the list I chemicals 

ephedrine, pseudoephedrine, and phenylpropanolamine. 

ADDRESSES: To ensure proper handling of comments, please reference "Docket No. 

DEA-420P" on all correspondence, including any attachments. The Drug Enforcement 

Administration encourages that all comments be submitted electronically through the 

Federal eRulemaking Portal which provides the ability to type short comments directly 

into the comment field on the Web page or attach a file for lengthier comments. Please 

go to http://www.regulations.gov and follow the online instructions at that site for 

submitting comments. Upon completion of your submission you will receive a Comment 

Tracking Number for your comment. Please be aware that submitted comments are not 

instantaneously available for public view on Regulations.gov. If you have received a 

Comment Tracking Number, your comment has been successfully submitted and there is 

no need to resubmit the same comment. Paper comments that duplicate electronic 

submissions are not necessary and are discouraged. Should you wish to mail a paper 

comment in lieu of an electronic comment, it should be sent via regular or express mail 

to: Drug Enforcement Administration, Attention: DEA Federal Register 

Representative/ODW, 8701 Morrissette Drive, Springfield, Virginia 22152. 

FOR FURTHER INFORMATION CONTACT: Michael J. Lewis, Office of 

Diversion Control, Drug Enforcement Administration; Mailing Address: 8701 

Morrissette Drive, Springfield, Virginia 22152, Telephone: (202) 598-6812. 

2 
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L SUPPLEMENTARY INFORMATION: 

Posting of Public Comments 

Please note that all comments received in response to this docket are considered part 

of the public record. They will, unless reasonable cause is given, be made available by 

the Drug Enforcement Administration (DEA) for public inspection online at 

lutp://www.regulations.gov. Such information includes personal identifying information 

(such as your name, address, etc.) voluntarily submitted by the commenter. 

The Freedom of Information Act (FOIA) applies to all comments received. If you 

want to submit personal identifying information (such as your name, address, etc.) as part 

of your comment, but do not want it to be made publicly available, you must include the 

phrase "PERSONAL IDENTIFYING INFORMATION" in the first paragraph of your 

comment. You must also place all the personal identifying information you do not want 

made publicly available in the first paragraph of your comment and identify what 

information you want redacted. 

If you want to submit confidential business information as part of your comment, but 

do not want it to be made publicly available, you must include the phrase 

"CONFIDENTIAL BUSINESS INFORMATION" in the first paragraph of your 

comment. You must also prominently identify confidential business information to be 

redacted within the comment. 

Comments containing personal identifying information or confidential business 

information identified and located as directed above will generally be made available in 

redacted form. If a comment contains so much confidential business information or 

personal identifying information that it cannot be effectively redacted, all or part of that 

3 
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http://www.regulations.gov may include any personal identifying information (such as 

name, address, and phone number) included in the text of your electronic submission that 

is not identified as directed above as confidential. 

An electronic copy of this document is available at http://www.regulations.gov for 

easy reference. 

Legal Authority and Background 

Section 306 of the Controlled Substances Act (CSA) (21 U.S.C. 826) requires the 

Attorney General to establish aggregate production quotas for each basic class of 

controlled substance listed in schedules I and II and for the list I chemicals ephedrine, 

pseudoephedrine, and phenylpropanolamine. The Attorney General has delegated this 

function to the Administrator of the DEA pursuant to 28 CFR 0.100. 

The DEA established the 2016 aggregate production quotas for substances in 

schedules I and II and the assessment of annual needs for the list I chemicals ephedrine, 

pseudoephedrine, and phenylpropanolamine on October 6, 2015 (80 FR 60400), That 

notice stipulated that, in accordance with 21 CFR 1303.13 and 1315.13, all aggregate 

production quotas and assessments of annual need are subject to adjustment. 

Analysis for Proposed Adjusted 2016 Aggregate Production Quotas and Assessment 

of Annual Needs 

The DEA proposes to adjust the established 2016 aggregate production quotas and 

assessment of annual needs for certain schedule I and II controlled substances, and the 

list I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine, to be 

manufactured in the United States in 2016 to provide for the estimated medical, 

4 
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scientific, research, and industrial needs of the United States, for lawful export 

requirements,. and for the establishment and maintenance of reserve stocks. These quotas 

do not include imports of controlled substances for use in industrial processes. 

In determining the proposed adjustment, the Acting Administrator has taken into 

account the criteria in accordance with 21 CFR 1303.13 (adjustment of aggregate 

production quotas for controlled substances) and 21 CFR 1315.13 (adjustment of the 

assessment of annual needs for ephedrine, pseudoephedrine, and phenylpropanolamine). 

The DEA determined whether to propose an adjustment of the aggregate production 

quotas and assessment of annual needs for 2016 by considering: (1) changes in the 

dcmand for that class or chemical, changes in the national rate of net disposal of the class 

or chemical, and changes in the rate of net disposal of the class or chemical by registrants 

holding individual manufacturing quotas for the class; (2) whether any increased demand 

for that class or chemical, the national and/or individual rates of net disposal of that class 

or chemical are temporary, short term, or long term; (3) whether any increased demand 

for that class or chemical can be met through existing inventories, increased individual 

manufacturing quotas, or increased importation, without increasing the aggregate 

production quota; (4) whether any decreased demand for that class or chemical will result 

in excessive inventory accumulation by all persons registered to handle that class or 

chemical; and (5) other factors affecting medical, scientific research, and industrial needs 

in the United States and lawful export requirements, as the Acting Administrator finds 

relevant. These quotas do not include imports of controlled substances for use in 

industrial processes. 

5 
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The Acting Administrator also considered updated information obtained from 2015 

year-end inventories, 2015 disposition data submitted by quota applicants, estimates of 

the medical needs of the United States, product development, and other information made 

available to the DEA after the initial aggregate production quotas and assessment of 

annual needs had been established. Other factors the Acting Administrator considered in 

calculating the aggregate production quotas, but not the assessment of annual needs, 

include product development requirements of both bulk and finished dosage form 

manufacturers, and other pertinent information. In determining the proposed adjusted 

2016 assessment of annual needs, the DEA used the calculation methodology previously 

described in the 2010 and 2011 established assessment of annual needs (74 FR 60294, 

Nov. 20, 2009, and 75 FR 79407, Dec. 20, 2010, respectively). 

As described in the previously published notice establishing the 2016 aggregate 

production quotas and assessment of annual needs, the DEA has specifically considered 

that inventory allowances granted to individual manufacturers, 21 CFR 1303.24, may not 

always result in the availability of sufficient quantities to maintain art adequate reserve 

stock pursuant to 21 U.S.C. 826(a), as intended. This would be concerning if a natural 

disaster or other unforeseen event resulted in substantial disruption to the amount of 

controlled substances available to provide for legitimate public need. As such, the PEA 

has included in all proposed adjusted schedule II controlled substance aggregate 

production quotas, and certain proposed adjusted schedule I controlled substance 

aggregate production quotas, an additional 25% of the estimated medical, scientific, and 

research needs as part of the amount necessary to ensure the establishment and 

maintenance of reserve stocks. The resulting adjusted established aggregate production 

6 
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quotas will reflect these included amounts. This action will not affect the ability of 

manufacturers to maintain inventory allowances as specified by regulation. The DEA 

expects that maintaining this reserve in certain established aggregate production quotas 

will mitigate adverse public effects if an unforeseen event resulted in substantial 

disruption to the amount of controlled substances available to provide for legitimate 

public need, as determined by the DEA. The DEA does not anticipate utilizing the 

reserve in the absence of these circumstances. 

The Acting Administrator, therefore, proposes that the year 2016 aggregate 

production quotas for the two temporarily scheduled substances be established, and to 

adjust the 2016 aggregate production quotas for certain schedule I and II controlled 

substances and assessment of annual needs for the list I chemicals ephedrine, 

pseudoephedrine, and phenylpropanolamine, expressed in grams of anhydrous acid or 

base, as follows: 

Basic Class 

Established 
2016 

Quotas 

Proposed 
Revised 

2016 
Quotas 

(g) (g) 
Temporarily Scheduled Substances 

beta-Hydroxythiofentanyl N/A 30 

Butyryl fentanyl N/A 30 
Schedule I 

[1-(5-fluoropenty1)-1H-indazol-3-y1](naphthalen-1- 
(THJ-2201) 

15 no change 
_yOmethanone 
1-(1-Phenylcyclohexyl)pyrrolidine 10 no change 
1-(5-FluoropentyI)-3-(1-naphthoyl)indole (AM2201) 45 no change 
1-(5-Fluoropenty1)-3-(2-iodobenztwOindole (AM694) 45 no change 
I 41-(2-ThienyBcyclohexyllpiperidine 15 no change 
1-[2-(4-Morpholinyl)ethyl]-3-(1-naphthoyl)indole (JWH- 45 no change 
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200) 
1-B enzylpiperazine 25 no change 
1-Butyl-3-(1-naphthoyEindole (JWH-073) 45 no change 
1-Cyclohexylethy1-3-(2-methoxyphenylacetyl)indole (SR-
18 and RCS-8) 45 no change 

1-Hexy1-3-(1-naphthoyl)indole (MH-019) 45 no change 
1-Methy1-4-pheny1-4-propionoxypiperidine 2 no change 
1-Pentyl-3-(1-naphthoyl)indole (JWH-018 and AM678) 45 no change 
1-Penty1-3-(2-chlorophenylacetypindole (JWH-203) 45 no change 
1-Pentyl-3-(2-methoxyphenylacetyl)indole (JWH-250) 45 no change 
1-Penty1-3-(4-chloro-1-naphthoyEindole (JWH-398) 45 no change 
1-Penty1-3-(4-methyl-1-naphthoyEindole (JWE-122) 45 no change 
1-Penty1-3-[(4-methoxy)-benzoyflindole (SR-19, RCS-4) 45 no change 
1-Pentyl-3-[1-(4-methoxynaphthoyl)]indole (JWH-081) 45 no change 

no change 2-(2,5-Dimethoxy-4-ethylphenyEethanamine (2C-E) 30 
2-(2,5-Dimethoxy-4-methylphenyl)ethanamine (2C-D) 30 no change 
2-(2,5-Dimethoxy-4-nitro-phenyEethanamine (2C-N) 30 no change 
2-(2,5-Dimethoxy-4-n-propylphenyl)ethanamine (2C-P) 30 no change 
2-(2,5-DimethoxyphenyEethartamine (2C-1-1) 30 no change 
2-(4-Bromo-2,5-dimethoxypheny1)-N-(2-
methoxybenzyeethanamine (25B-NBOMe; 2C-B-NBOMe; 
25B; Cimbi-36) 

25 no change 

2-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C-C) 30 no change 
2-(4-Chloro-2,5-dimethoxyphenyl)-N-(2-
methoxybenzyl)ethanamine (25C-NBOMe; 2C-C-NBOMe; 
25C; Cimbi-82) 

25 no change 

2-(4-lodo,2,5-dimethoxyphenyEethanamine (2C-I) 30 no change 
2-(4-lodo-2,5-dimethoxypheny1)-N-(2-
methoxybenzyEethanamine (251-NBOMe; 2C-I-NBOMe; 
251; Cimbi-5) 

15 no change 

2,5-Dimethoxy-4-ethylamphetaminc (DOET) 25 no change 
2,5-Dimethoxy-4-n-propylthiophenethylamine 25 no change 
2,5-Dimethoxyamphetamine . 25 no change 
2-[4-(Ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-2) 30 no change 
2[4-(Isopropylthio)-2,5-dimethoxyphenyflethanamine (2C-
T-4) 

30 no change 

3,4,5-Trimethoxyamphetaminc 25 no change 
3,4-Methylenedioxyamphetamine (MDA) 55 no change 
3,4-Methylenedioxymethamphetamine (MDMA) 50 no change 
3,4-Methylenedioxy-N-ethylamphetamine (MDEA) 40 no change 
3,4-Methylenedioxy-N-methylcathinone (methylone) 50 no change 
3,4-Methylenedioxypyrovalerone (MDPV) 35 no change 
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3-FMC; 3-Fluoro-N-methylcathinone 25 no change 

3-Methylfentanyl 2 no change 
3-Methylthiofentanyl 2 no change 
4-Bromo-2,5-dimethoxyamphetamine (DOB) 25 no change 
4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 25 no change 
4-FMC; Flephedrone 25 no change 
4-Methoxyamphetamine 150 no change 
4-Methyl-2,5-dimethoxyamphetamine (DOM) 25 no change 
4-Methylaminorex 25 no change 
4-MEC; 4-Methyl-N-ethylcathinone 25 no change 
4-Methyl-N-methylcathinone (mephedrone) 45 no change 
4-Methyl-a-pyrrolidinopropiophenone (4-MePPP) 25 no change 
5-(I ,I -D imethylhepty1)-2-1(1R,38)-3-hydroxycyclohexylk 
phenol 

68 50 

5-(1,1-Dimethylocty1)-2-K1 R,38)-3-hydroxycyclo hexyll-
phenol (cannabicyclohexanol or CP-47,497 C8-homolog) 53 40 

5-Fluoro-UR144, XLR II 25 no change 
5-Methoxy-3,4-methylenedioxyamphetamine 25 no change 
5-Methoxy-N,N-diisopropyltryptamine 25 no change 
5-Methoxy-N,N-dimethyltryptamine 25 no change 
AB-PINACA 15 no change 
Acetyl-a/pha-methylfentanyl 2 no change 
Acetyldihydrocodeine 2 no change 
Acetylmethadol 2 no change 
AH-7921 N/A 30 
Allylprodine 2 no change 
alpha-Ethyltryptam ne 25 no change 
alpha-Methylfentanyl 2 no change 
alpha-Methylth ofentanyl 2 no change 
alpha-Methyltryptamine (AMT) 25 no change 
alpha-Pyrrolidinobutiophenone (a-PBP) 25 no change 
alpha-Pyrrolidinopentiophenone (a-PVP) 25 no change 
Alphacetylmethadol 2 no change 
Alphameprodine 2 no change 
Alphamethadol 2 no change 
Aminorex 25 no change 
APINCA, A1CB48 25 no change 
Benzylmorphine 2 no change 
beta-Hydroxy-3-methylfentanyl 2 no change 
beta-Hydroxyfentanyl 2 no change 
Betacetylmethadol 2 no change 
Betameprodine 2 no change 
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Betamethadol 4 no change 
Betaprodine 2 no change 
Bufotenine 3 no change 
Butylone 25 no change 
Cathinone 70 30 
Codeine methylbromide. 5 no change 
Codeine-N-oxide 305 no change 
Desomorphine 25 no change 
Diethyltryptamine 25 no change 
Difenoxin 11,000 no change 
Dihydromorphine 3,000,000 ' 2,000,000 
Dimethyltryptamine 35 no change 
Dipipanone 5 no change 
Fenethylline 5 no change 
gamma-Hydroxybutyric acid 70,250,000 no change 
Heroin 50 no change 
Hydromorphinol 2 no change 
Hydroxypethidine 2 no change 
Ibogaine 5 no change 
Lysergic acid diethylamide (LSD) 40 no change 
Marihuana 658,000 no change 
Mescaline 25 no change 
Methaqualone 10 no change 
Methcathinone 25 no change 
Methyldesorphine 5 no change 
Methyldihydromorphine 2 no change 
Morphine methylbromide 5 no change 
Morphine methylsulfonate ' 5 no change 
Morphine-N-ox de 350 no change 
N,N-Dimethylamphetamine 25 , no change 
N-(1-Amino-3,3-dimethy1-1-oxobutan-2-y1)-1-pentyl-IH-
indazole-3-carboxamide (ADB-PINACA) 

50 no change 

/4-(1-Amino-3-methyl-l-oxobutan-2-y1)-1-(4-
fluorobenzyl)-1H-indazole-3-carboxamide (AB- 
FUB1NACA) 

50 no change 

N-(1-Amino-3-methyl- 1 -oxobutan-2-y1)-1-
(cyclohexylmethyl)-111-indazole-3-carboxamide (AB- 
CHMINACA) 

15 no change 

N-(1-phenethylpiper din-4-y1)-N-phenylacetamide (acetyl 
fentanyl) 

100 no change 

N-Ethyl- 1 -phenylcyclohexylamine 5 no change 
N-Ethylamphetamine 24 no change 

10 
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N-Hydroxy-3,4-methylenedioxyamphetamine 24 no change 
Naphyrone 25 no change 
Noracymethadol 2 no change 
Norlevorphanol 52 no change 
Normethadone 2 no change 
Normorphine 40 no change 
Para-fluorofentanyl 5 , no change 
Parahexyl 5 ' no change 
Pentedrone 25 no change 
Pentylone 25 no change 
Phenomorphan 2 no change 
Pholcodine 5 no change 
Psilocybin 30 no change 
Psilocyn 50 no change 
Quino lin-S-y11- (5-fluoropenty1)-1H-in dole-3- carboxylate 
(5-fluoro-PB-22; 5F-PB-22) 

50 25 

Quinolin-8-yl 1-penty1-1H-indole-3-carboxylate (PB-22; 
QUPIC) 

50 25 

Tetrahydrocannabinols 511,250 no change 
Thiofentanyl 2 no change 
Tilidine 25 no change 
Trimeperidine 2 no change 
UR-144 25 no change 

Schedule II 
1-Phenylcyclohexylamine 5 no change 
1-PiperidinocycLohexanecarbonitrile 5 no change 
4-Anilino-N-phenethy1-4-piperidine (ANPP) 2,950,000 2,250,000 
Alfentanil 17,750 no change 
Alphaprodine 3 no change 
Amobarbital 25,125 no change 
Amphetamine (for conversion) 15,000,000 no change 

45,000,000 Amphetamine (for sale) 39,705,000 
Carfentanil 19 no change 
Cocaine 200,000 no change 
Codeine (for conversion) 50,000,000 no change 
Codeine (for sale) 63,900,000 no change 
Dextropropoxyphene 19 no change 
Dihydrocodeine 226,375 no change 
Dihydroetorphine 3 no change 
Diphenoxylate (for conversion) 31,250 18,750 
Diphenoxylate (for sale) 1,337,500 no change 
Ecgonine 125,000 no change 

11 
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Ethylmorphine '3 5 
Etorphine hydrochloride 3 no change 
Fentanyl 2,300,000 no change 
Glutethimide 3 no change 
Hydrocodone (for conversion) 235,000 177,500 
Hydrocodone (for sale) 88,500,000 86,000,000 
Hydromorphone . 8,250,000 7,000,000 
Isomethadone 5 no change 
Levo-alphacetylmethadol (LAAM) 4 no change 
Levomethorphan 30 33 
Levorphanol 7,125 no change 
Lisdexamfetamine 29,750,000 23,750,000 
Meperidine 5,450,000 4,632,500 
Meperidine Intermediate-A 6 no change 
Meperidine Intermediate-B 11 no change 
Meperidine Intermediate-C 6 no change 
Metazocine 19 no change 
Methadone (for sale) 31,875,000 no change 
Methadone Intermediate 34,375,000 no change 
Methamphetam ne 2,061,375 no change 
[1,250,000 grams of levo-desoxyephedrine for use in a non-controlled, non-prescription 
product; 750,000 grams for methamphetamine mostly for conversion to a schedule III

product; and 61,375 grams for methamphetamine (for sale)] 
Methylphenidate 96,750,000 84,375,000 
Morphine (for conversion) 91,250,000 no change 
Morphine (for sale) 62,500,000 no change 
Nabilone 18,750 no change 
Noroxymorphone (for conversion) 17,500,000 no change 
Noroxymorphone (for sale) 1,475,000 625,000 
Opium (powder) 112,500 no change 
Opium (tincture) 687,500 375,000 
Oripavine 30,000,000 no change 
Oxycodone (for conversion) 6,250,000 5,000,000 
Oxycodone (for sale) 139,150,000 no change 
Oxymorphone (for conversion) 29,000,000 25,000,000 
Oxymorphone (for sale) 7,750,000 6,250,000 
Pentobarbital 38,125,000 no change 
Phenazocine 6 no change 
Phencyclidine 50 no change 
Phenmetrazine 3 no change 
Phenylacetone 50 no change 
Racemethorphan 3 5 
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Racemorphan 3 no change 

Remifentanil 3,750 no change 
Secobarbital 215,003 no change 
Sufentanil 6,255 no change 
Tapentadol 25,500,000 no change 
Thebaine 125,000,000 - no change 

List I Chemicals 
Ephedrine (for conversion) 100,000 50,000 
Ephedrine (for sale) 4,000,000 no change 
Phenylpropanolamine (for conversion) 22,400,000 15,000,000 
Phenylpropanolamine (for sale) 8,500,000 no change 
Pseudoephedrine (for conversion) 7,000 40 
Pseudoephedrine (for sale) 224,500,000 200,000,000 

The Acting Administrator further proposes that aggregate production quotas for all 

other schedule I and II controlled substances included in 21 CFR 1308.11 and 1308.12 

remain at zero. In accordance with 21 CFR 1303.13 and 21 CFR 1315.13, upon 

consideration of the relevant factors, the Acting Administrator may adjust the 2016 

aggregate production quotas and assessment of annual, needs as needed. 

13 
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Conclusion 

After consideration of any comments or objections, or after a hearing, if one is held, 

the Acting Administrator will issue and publish in the Federal Register a final  order 

establishing any adjustment of 2016 aggregate production quota for each basic class of 

controlled substances in schedules I and II and established assessment of annual needs for 

the list I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine, 21 CPR 

1303.13(c) and 1315.13(f). 

Dated: 

Chuck Rosenberg, 
Acting Administrator. 
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Michigan, the Stale in which he seeks 
registration. Because he does not meet 
this prerequisite for obtaining a DEA 
registration, I will deny his application 
on this basis. 

Material Falsification 
Pursuant to section 304(a)(1), the 

Attorney General is also authorized to
suspend or revoke a registration "upon 
a finding that the registrant • . , has 
materially falsified any application filed 
pursuant to or required by this 
subchapter." 21 U.S.C. 824(a)(1). It is 
well established that the various 
grounds far revocation or suspension of 
an existing registration that Congress 
enumerated in section 304(a), 21 U.S.C. 
824(a), are also properly considered in 
deciding whether to grant or deny an 
application under section 303. See The 
Lawsons, Inc., 72 FR 74334, 74337 
(2007): Anthony D. hunches, 64 FR 
14267,14268 (1999); Alan R. 
Schankman, 63 FR 45260 (1998); Kuen 
H. Chen, 58 FR 65401. 65402 (1993). 

Thus, the allegation that Applicant 
materially falsified his application is 
properly considered in this proceeding. 
See Samuel S. Jackson, 72 FR 23848, 
23852 (2007). Moreover, just as 
materially falsifying an application 
provides a basis for revoking an existing 
registration without proof of any other 
misconduct, see 21 U.S.C. 824(a)(1), it 
also provides an independent and 
adequate ground for denying an 
application. The Lawsons, 72 FR 74338; 
cf. Bobby Watts, MD.. 58 FR 46995 
(1993), 

Hero, the Government's evidence 
shows that upon being served with an 
Order to Show Cause and Immediate 
Suspension of Registration which 
alleged that he had prescribed 
controlled substances in violation of the 
CSA, Applicant surrendered his 
registration. GXs 3 & 4. Moreover, an the 
Voluntary Surrender form, Applicant 
acknowledged that he was doing so 
"inn view of my alleged failure to 
comply with the Federal requirements 
pertaining to controlled substances." CX 
4. Yet days later, Applicant applied for 
a now registration and provided a "no" 
answer to the question: 'Thies the 
applicant ever surrendered (for cause) or 
had a federal controlled substance 
registration revoked, suspended. 
restricted or denied, or is any such 
action pending?" GX 1. at I, 3. 

Applicant's answer was false as he 
had clearly surrendered his registration 
for cause. His false answer was also 
material as "it 'haldl a natural tendency 
to influence, or was capable of 
influencing, the decision of the 
decisionmaking body to which it was 
addressed." Kungys v. United States, 

485 U.S. 759. 770 (1.988) (quoting 
Weinstock v. United States, 231 Fad' 
699. 701 (D.C. Cir. 1955)) (other citation 
omitted); see also United States v. Wells, • 
519 U.S. 482, 480 (1997) (quoting 
Kungys, 485 U.S. at 770). As the 
Supreme Court has further explained, 
"it has never been the test of materiality 
that the misrepresentation or 
concealment would more likely than not 
have produced an erroneous decision, 
or oven that it would more likely than 
not have triggered an investigation, but 
rather, whether the misrepresentation or 
concealment was predictably capable of 
affecting. La.. had a natural tendency to 
affect, the official decision." Kungys. 
485 U.S. at 771. While the evidence 
must be 'clear. unequivocal, and 
convincing," the "ultimate finding of 
materiality turns on an interpretation of 
the substantive law." Id. at 772 (int, 
quotations and citations omitted). 

Applicant's false answer to the 
question of whether he had ever 
surrendered his federal registration was 
clearly "capable of affecting" the 
decision of whether to grant his 
application. As the evidence shows. 
Applicant surrendered his registration 
in response to allegations that he 
violated the CSA and DEA regulations 
by prescribing controlled substances 
that were in schedules for which he 
lacked authorization, as well as 
allegations that he issued prescriptions 
that lacked a legitimate medical 
purpose. GX 3, at 2 (Sept. 24, 2012 
Immediate Suspension Order) (citing 21 
U.S.C. 822(b) and 641(e)(1); 21 CFR 
1301.12(a) and 1306.04(a)). Notably, 
under the public interest standard, the 
Agency is required to consider both the 
Applicant's "experience in dispensing 

. controlled substances" and his 
"ficlompliance with applicable State, 
Federal, or local laws relating to 
cnntrolled substances." 21 U.S.C. 
823(f1(218/ (4). See also Shannon L. 
Gallentine, D.P.M., 76 FR 45884, 45866 
(2011). 

Thus, notwithstanding that the 
Agency did not grant his application, 
his false answer was still material as it 
was capable of influencing the decision 
as to whether to grant his application. 
See United States v. Alemany Rivera. 
781 F.2d 229, 234 (1st Cir. 1985) ("It 
makes no difference that a specific 
falsification did not exert influence so 
long as it had the capacity to do so"); 
United States v. Norris, 749 F.2d 1116, 
1121 (4th Cir. 1954) ("There is no 
requirement that the false statement 
influence or effect the decision making 
process of a department of the United 
States Government."). Accordingly, I 
conclude that Applicant materially 
falsified his September 2012 application 

fur registration. This provides a further 
reason to deny his pending application. 

Order 
Pursuant to the authority vested in me 

by 21 U.S.C. 823(f) and 28 CFR 0.100(b), 
I order that the application of Mikhayl 
Soliman, M.D.. for a DEA Certificate of 
Registration as a practitioner, be. and it 
hereby is. denied. This Order is effective 
immediately. 

Dated: July 15. 201b. 
Chuck Rosenberg, 
Acting Administrator. 
(FR Dcc. 2016-17394 Filed 7-21-16;8:45 am I 
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DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

(Docket No. DEA-420P1 

Proposed Adjustments to the 
Aggregate Production Quotas for 
Schedule I and II Controlled 
Substances and Assessment of 
Annual Needs for the List I Chemicals 
Ephedrine, Pseudoephedrine, and 
Phenylpropanallamlne for 2018 

AGENCY: Drug Enforcement 
Administration. Department of Justice. 
ACTION: Notice with request for 
comments. 

SUMMARY: The Drug Enforcement 
Administration (DEA) proposes to 
adjust the 2016 aggregate production 
quotas for several controlled substances 
in schedules I and II of the Controlled 
Substances Act and assessment of 
annual needs for the list I chemicals 
ephedrine, pseudoephedrine, and 
phenylpropanolamine. 

DATES: Interested persons may file 
written comments on this notice in 
accordance with 21 CFR 1303.13(c) and 
1315.13(d). Electronic comments must 
be submitted, and written comments 
must be postmarked, on or before 
August 22, 2016. Commenters should be 
aware that the electronic Federal Docket 
Management System will not accept 
comments after 11:59 p.m. Eastern Time 
on the last day of the comment period. 

Based on comments received in 
response to this notice, the 
Administrator may hold a public 
hearing on one or more issues raised. In 
the event the Administrator decides in 
his solo discretion to hold such a 
bearing, the Administrator will publish 
a notice of any such hearing in the 
Federal Register. After consideration of 
any comments or objections, or after a 
hearing, If one is held, the 
Administrator will publish in the 
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Federal Register a final order 
establishing the 2016 adjusted aggregate 
production quotas for schedule I and II 
controlled substances, and an 
assessment of annual needs for the list 
I chemicals ephedrine. 
pseudoephedrine, and 
phenylpropanolamine. 
ADDRESSES: To ensure proper handling 
of comments. please reference "Docket 
No. DEA-420P" on all correspondence, 
including any attachments. The Drug 
Enforcement AdiMnistration encourages 
that all comments be submitted 
electronically through the Federal 
eRulomaldng Portal which provides the 
ability to type short comments directly 
into the comment field on the Web page 
or attach a file for lengthier comments. 
Please go to http://www.regulations.gov 
and follow the online instructions at 
that site for submitting comments. Upon 
completion of your submission you will 
receive a Comment Tracking Number for 
your commanL Please be aware that 
submitted comments are not 
instantaneously available for public 
view en fleguletions.gov. If you have 
received a Comment Tracking Number, 
your comment has been successfully 
submitted and there is no need to 
resubmit the same comment. Paper 
comments that duplicate electronic 

bin ar t ry nd 
discouraged. Should you wish to mail a 
paper comment in lieu of an electronic 
comment, it should be sent via regular 
or express mail to: Drug Enforcement 
Administration. Attention: DEA Federal 
Register Reprosentative/ODW, 8701 
Morrissette Drive, Springfield, Virginia 
22152, 

FOR FURTHER INFORMATION CONTACT: 
Michael 7. Lewis, Office of Divetsion 
Control, Drug Enforcement 
Administration; Mailing Address: 8701 
Morrissetto Drive, Springfield, Virginia 
22152, Telephone: (202) 598-5812. 
SUPPLEMENTARY INFORMATION: 

Posting of Public Comments 

Please note that all comments 
received in response to this docket arc 
considered part of the public record. 
They will, unless reasonable cause is 
given, be made available by the Drug 
Enforcement Administration (DEA) for 
public inspection online at http:// 
www.regulations.gov. Such information 
includes personal identifying 
information (such as your name, 
address, etc.) voluntarily submitted by 
the commenter. 

The Freedom of Information Act 
(FOIA) applies to all comments 

i d If you want to submit personal 
identifying information (such as your 
name, address, etc.) as part of your 

comment, but do not want it Lo be made 
publicly available, you must include the 
phrase "PERSONAL IDENTIFYING 
INFORMATION" in the first paragraph 
of your comment. You must also place 
all the personal identifying information 
you do not want made publicly 
available in the first paragraph of your 
comment and identify what information 
you want redacted. 

If you want to submit confidential
business information as part of your 
comment, but do not want it to be made 
publicly available. you must include the 
phrase "CONFIDENTIAL BUSINESS 
INFORMATION" in the first paragraph 
of your comment. You must also 
prominently Identify confidential 
business information to be redacted 
within the comment. 

Comments containing personal 
identifying information or confidentiaL 
business information identified and 
located as directed above will generally 
be made available in redacted form. Ea 
comment contains so much confidential 
business information or personal 
identifying information that it cannot be 
effectively redacted, all or part of that 
comment may not be made publicly 
available. Comments posted to http:// 
www.regulations.gov may include any 
p n I'd "nf m ti n (su h 
as name, address, and phone number) 
Included in the text of your electronic 
submission that is not identified as 
directed above as confidential. ' 

An electronic copy of this document 
is available at http:// 
www.regulations.gov for easy reference. 

Legal Authority and Background 

Section 306 of the Controlled 
Substances Act (CSA) (21 U.S.C. 826) 
requires the Attorney General to 
establish aggregate production quotas 
for each basic class of controlled 
substance listed in schedules I and II 
and for the list 1 chemicals ephedrine, 
pseudoephedrine, and 
phenylpropanolamine. The Attorney 
General has delegated this function to 
the Administrator of the DEA pursuant 
to 28 CFR 0.100. 

The DEA established the 2016 
aggregate production quotas for 
substances in schedules I and 11 and the 
assessment of annual needs for the list 
I chemicals ephedrine, 
pseudoephedrine. and 
phenylpropanolamine on October 6, 
2015 (80 FR 60400). That notice 
stipulated that, in accordance with 21 
CFR 1303.13 and 1315.13, all aggregate 
production quotas and assessments of 
annual need are subject to adjustment. 

Analysis for Proposed Adjusted 2016 
Aggregate Production Quotas and 
Assessment of Annual Needs 

The DEA proposes to adjust the 
established 2016 aggregate production 
quotas and assessment of annual needs 
for certain schedule I and II controlled 
substances, and the list I chemicals 
ephedrine, pseudoephedrine, and • 
phenylpropanolamine, to be 
manufactured in the United States in 
2016 to provide for the estimated 
medical, scientific, research, and 
industrial needs of the United States, for 
lawful export requirements, and for the 
establishment and maintenance of 
reserve stocks. These quotas do not 
include imports of controlled 
substances for use in industrial 
processes. 

In determining the proposed 
adjustment, the Acting Administrator 
has taken into account the criteria in 
accordance with 21 CFR 1303.13 
(adjustment of aggregate production 
quotas for controlled substances) and 21 
CFR 1315.13 (adjustment of the 
assessment of annual needs for 
ephedrine, pseudoephedrine, and 
phenylpropanolamine). The DEA 
determined whether to propose an 
adjustment of the aggregate production 
quotas and assessment of annual needs 
for 2016 by considering: (I) Changes in 
the demand for that class or chemical, 
changes in the national rate of net 
disposal of the class or chemical, and 
changes in the rate of net disposal of the 
class or chemical by registrants holding 
individual manufacturing quotas for the 
class; (2) whether any increased demand 
for that class or chemical, the national 
and/or individual rates of net disposal 
of that class or chemical are temporary, 
short term, or long term; (3) whether any 
increased demand for that class or 
chemical can be met through existing 
inventories, increased individual 
manufacturing quotas, or increased 
importation, without increasing the 
aggregate production quota; (4) whether 
any decreased demand for that class or 
chemical will result in excessive 
inventory accumulation by all persons 
registered to handle that class or ' 
chemical; and (5) other factors affecting 
medical, scientific, research, and 
industrial needs in the United States 
and lawful export requirements, as the 
Acting Administrator finds relevant. 
These quotas do not include imports of 
controlled substances for use in 
industrial processes. 

The Acting Administrator also 
considered updated information 
obtained from 2015 year-end 
inventories, 2015 disposition data 
submitted by quota applicants. 
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estimates of the medical needs of the 
United States, product development, 
and other information made available to 
the DEA after the initial aggregate 
productinn quotas and assessment of 
annual needs had been established. 
Other factors the Acting Administrator 
considered in'calculating the aggregate 
production quotas, but not the 
assessment of annual needs, include 
product development requirements of 
both bulk and finished dosage form 
manufacturers, and other pertinent 
information. In determining the 
proposed adjusted 2016 assessment of 
annual needs, the DEA used the 
calculation methodology previously 
described in the 2010 and 2011 
established assessment of annual needs 
(74 FR 80294, Nov. 20, 2009, and 75 FR 
79407, Dec. 20, 2010, respectively). 

As described in the previously 
published notice establishing the 2015 
aggregate production quotas and 
assessment of annual needs, the DEA 
has specifically considered that 

inventory allowances granted to 
Individual manufacturers, 21 CFR 
1303.24, may not always result in the 
availability of sufficient quantities to 
maintain an adequate reserve stock 
pursuant to 21 U.S.N. 826(a), as 
intended. This would be concerning if 
a natural disaster or other unforeseen 
event resulted in substantial disruption 
to the amount of controlled substances 
available to provide for legitimate 
public need. As such, the DEA has 
included in all proposed adjusted 
schedule II controlled substance 
aggregate production quotas, and certain 
proposed adjusted schedule I controlled 
substance aggregate production quotas. 
an additional 25% of the estimated 
medical, scientific, and research needs 
as part of the amount necessary to 
ensure the establishment and 
maintenance of reserve stocks. The 
resulting adjusted established aggregate 
production quotas will reflect these 
included amounts. This action will not 
affect the ability of manufacturers to 

maintain inventory allowances as 
specified by regulation. The DEA 
expects that maintaining this reserve in 
certain established aggregate production 
quotas will mitigate adverse public 
effects If an unforeseen event resulted In 
substantial disruption to the amount of 
controlled substances available to 
provide for legitimate public need, as 
determined by the DEA. The DEA does 
not anticipate utilizing the resent in 
the absence of these circumstances. 

The Acting Administrator, therefore, 
proposes that the year 2016 aggregate 
production quotes for the two 
temporarily scheduled substances be 
established, and to adjust the 2016 
aggiegate production quotas for certain 
schedule I and II controlled substances 
and assessment of annual needs for the 
list I chemicals ephedrine, 
pseudoephedrine, and 
phenylpropanolamine, expressed in 
grams of anhydrous acid or base, as 
follows: 

Basic class 

Temporarily Scheduled Substances 

Established 
2016 

quotas 

Proposed 
revised 2016 

quotas 

g) (9) 

b t -Hyd xythi I I yl 
&Aryl tentanyl  

N/A 
N/A 

30. 
30. 

Schedule 

It.(5.11ucropenty1)-IH-MdazoS3-yginaphthalen-1-41)methanone (THJ-2201)  
1(1-Phenylcyclohoxygpyrrolidine  
1 (5-Fluoropenty1)-341-naghthoygindole t AM2201)  
1(5-Fluoropenty1)-342-iodobenzoygIndole (AM694)  
141-(2-Thienyitcydohexygpiperidlne  
112-(4-Mornholinybelhyli-3-(1-naphthoyitindole (JWH-200)  
1-Benzylpiperazine  
1-Butyl-3-(1-naplithoyllindole (MH-073)  
1-Cyclohexylothy1-3-(2-methoxyphenylaceiygIndole (SR-18 and RCS-8)  
1-Hend-3-(1-naphthoy)indole (JW11.-019)  
1-Methy14-pheny1-4-propionmem1Perldine  
1-Penty1-341-naphlhoygindole (JWH-018 and AM678)  
144enty1-3-(2-chlorophenylacelypindole (JWH-203)  
1-Penty1342-melhoxyphenylatetyltindole (JWH-250)  
4.Penty1-344-chlom-1-naphthoygindole (JWH-398)  
1-Penty1-3-(4-methyl-l-naphthoybindole (JWH-122)  
1-Panty1-3-N4-methoxy).benzoyltindole (59-19. RCS-4)  
1-Penty1-3-[1.(4-methoxynaphthoyigndolo (JVVH-0111)  
2.(2,5-Dimethoxy-4-ethylphenygethanamine (20-E)  
2-(2.5-DImethoxy-4-rnalhylphenyflethanamlne (2C-0)  
2-(2,5-Dimethoxy4-n4ro-phenyltelnanamine (2C-N)  
242.5-Dimatoxy4-n-propylphenyltelhanamina (2C-P)  
2-(2,5-Dimetoxyphenygethenamlne (2G-H)  
2-(4.Bromo-2,5-climeihoeyphcny1)-N-(2.inethoxybenzygethanamlna (2513-NBOMe: 

Clmbi-35). 
2-(4-Chloro-2.5-dimelhoxyphenynelhanamine (2C-C)  
244.Chloro-2,5-dimeithoxyphony1)-N-(2-methottyhenzygathanamlne (25C-NBOMe: 

Cimbi-82). 
2.04odo.2,5.dimethoxyphenygelhanarnIne (2C-I)  
2-(44odo-2,5-dimelhOxypheny1)-N(2-mathoxybenzygethanamlne (251-NBOMe: 

Cimbl-5). 
25-C1 th y-4- thyl phi I (DOET)  
2.54DImethoxy-4-n-p ropylthloptioncthylamine  
2.54.timethogyamphatarnine  

2C-B-NBOMe; 250: 

2C-C-NBOMe; 25C; 

20-i-NBOMe; 251: 

15 no change. 
10 no change. 
45 no change. 
45 no change. 
15 no change. 
45 no change. 
25 no change. 
45 no change. 
45 no change. 
45 no change. 

2 no change. 
45 no change. 
45 no change. 
45 no change. 
45 no change. 
45 no change. 
45 no change. 
45 no change. 
30 no change. 
30 no change. 
30 no change. 
30 no Menge. 
30 no change. 
25 no change.-

30 no change. 
25 no change. 

30 no change. 
15 no change. 

25 no change. 
25 no change. 
25 no change. 
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Basle class 

Established 
2016 

quotas 

Proposed 
revised 2016 

quotas 

(9) (g) 

2.14-(Ethyithlo)-2.5-dimetnexyphenygelhanamine (2C-T-2)  
2-14-(Isopropylthio)-2.5-dimethoxyphanygethanamine (2C-T-4)  
3,4,5-Tdmelhoxyamphetamine  
3,4-Mathy(enedioxyamphetamlne (MDA)  
3,4-Methylenethoxymethamphelamine (MOMA)  
3,4-Methylonedioxy-N-ethylamPhetamine (MDEA)  
3,4-M athylonedloncy-N-melhyleathInone (methylene)  
3,4.Mathylenedioxypyrovalerone (MDPV)  
3-FMC: 3-Fluoro-N-rnethyrealhinone  
3-Methyllentanyl  
3-Methylthiofentanyi  
4.51roma-2.5-dimelhoxyamphetamine (DOS)  
4-Brame-2,5-dirnelhoxyphenethylamlne (2-CB)  
4-FMC; Flephedrone  
4-Mothoxyamphetamine  
4-Methyl-2,5-dimelhoxyamphotamlne (DOM)  
4-Methylaminorex  
4-MEC; 4-Methyl-N-ethylcathinone  
4-Methyl-N-melhylcalhinone (mephedrone)  
4-Methyl-a-pynolidinopronloPhenone (4-MePPP)  
5-(1,1-DImethylhepty1)-24(118,38)--hydroxycyclohexyl enot  
5-(11- 2 -3-hydroxycydohexyl-phenol (cannahicyclohexanol or CP-47,497 CEI-

bombe). 
5-Ruoro-UR144, XLR11  
5-melhoxy-3.4-methyl e nedloxyamphetamlne  
5-Melhoxy-N.N.diisonropyltryptamine  
5-Methoxy-N,N4imethyltryplamlna  AB-PIN

Acetyl-alpha-mothyllentanyl  
Acetyldihydrocodeine  
Acetylmethadol  
AH-7921  
Alpha- dine  
al Ethyltryptarnino  
elpha-Methyllentanyl  
alpha-Mothyliniolentanyl  
alpha-Melhyllryptamine (AMT)  
alpha-Pyrrolidlnelmstiophenonc (n-BP)  
arpha-Pyrroliclinapentiophanone 85PVP)  
AlphaCelyiniethadol  
Alphameprodine  
arphamethadol  
Arninarex  
APINCA, AK848  
BenzylmorphIne  
loata-Hydroxy-3-methylfentanyl  
treta-Hydroxytentanyl  
Betacetylmothadd  
Betamcprodine  
Betamethadol  
Select-or:line  
Bufotenine  
Butylona  
catMnone  
Codeine methyltromIde  
Codelne-N-oxide  
Desomorphlne  
Diethyllryptamine  
DilenoxIn  
Dihydromorplime  
Dim ethyltryptamine  
Dipipanone  
Fonothylline  
gamma-Hydroxybutyric add  
Heroin  
Hydromorphinol  
Hydroxypethldlne  
lbogalna  
Lysergic add diethylamide (LSO)  
Marihuana  

30 no change. 
30 no change. 
25 no change. 
55 no change. 
50 no change. 
40 no change. 
50 no change. 
35 no change. 
25 no change. 
2 no change. 
2 no change. 

25 no change. 
25 no change. 
25 no change. 

150 no change. 
2 no change. 
2 no change. 
2 no change. 
4 no change. 
2 no change. 
6 50. 
5 40. 

2 no change. 
2 no change. 
2 no change. 
2 no change. 
1 no change. 

no change. 
no change. 
no change. 

N/ 30. 
no change. 

25 no change. 
2 no change. 
2 no change. 

25 no change. 
25 no change. 
25 no change. 
2 no change. 
2 no change. 
2 no change. 

25 no change. 
25 no change. 
2 no change. 
2 no change. 
2 no change. 
2 no change. 
2 no change. 
4 no change. 
2 no change. 
3 no change. 

25 no change. 
70 30. 

5 no change. 
305 no change. 
25 no change. 
25 no change. 

11,000 no change. 
3,000.000 2.000,000. 

' 35 no change. 
5 no change. 
5 no change. 

70,250,000 no change. 
50 no change. 
2 no Mange. 
2 no change. 
5 no change. 

40 no change. 
658,000 no change. 
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Basic class 

Established 
2016 

quotas 

(0) 

Proposed 
revised 2016 

quotas 

(9) 

Mescaline   25 no change. 
Methaqualone   10 no change. 
MethcathInone   25 no change. 
Methyldesorphine   5 no change. 
Methyldlhydromorphine   2 no change. 
Morphine methylbromide   55 nono 

change. Morphine methylsullonale  
Morphine-N-oxide   350 no change. 
NI,N4Simelnylamphetarnine   25 no change. 
N..(1-Amino.3,3-dimethyl-1-oxobutan.211)-1-Pentyl-1H.Indaxole-3-carboxamide (ADB-PINACA)   50 no change. 
N-(1-Amino-3-methyl-l-oxobutan-211)-1-(4-fluorobenzy1)-1H-indazole-3-carhoxamIde (A9-FUSINACA)   50 nne cchhaanns

e
e:

N-(1-Amino•3-methirl-1-oxobuIen-2-y1)-1-(cyclohexylmethyl)-1H-Indexele-3-carboxamide (A13-CHMINACA) 15 0 
N-(1-phenethylplperldin-4-y1)-N-phenylacetamide (acetyl lenlanyl)   100 no change. 
N-Elhy1-1-pnenyiCycIohexylamine   5 no change. 
N-Ethylamphatamlne   24 no change. 
N-Hydroxy-3,4-mathylenedioxyamphotamlne   24 no change. 

Naphyrone   25 no change. 
Noracymethadol   2 no change. 

Norlevorphanol   52 no change. 

Normethadono   
420 nr 1 °a ch 

change.
an e Normorphlne  

Para-fluorofentanyl   5 no change. 

Parahexyl   5 no change. 

Pentedrone   25 no change. 

Pentylone   25 no change. 

Phenomorphan   2 no change. 

Pholcodine   5 no change. 

Psilocybin   3050 non0 change.chane.

PsIlocyn  
Cluinolin-8111-(541uoropenly1)-1H-indole-3-carboxylate (541uoro-P8-22; 5F-PB-22)   50 25. 

Oulnolin-6111-pentyl-IH-indole-3-carboxylate (P8-22) OUPIC)  
511,250 

25. 

Tetrahydrocannabinols Tetrahydrocannabinols  
Thaalentanyl   2 no change. 

-Nadine   25 no change. 

Trimeperidine   2 no change. 

UR-144   25 no change. 

Schedule II 

1-Phonylcyclonexylamine  
1-Pipe ridinocyclahexanecarbondnle  
4.Anilino-al-phenelhyl-4-piperidino (ANPP)  
Altentand  
Alphaprodine  
Arnobarbital  
Amphetamine (for conversion)  

, Amphetamine (for sale)  
f Cadentanil  

Cocaine  
Codeine (for conversion)  
Codeine (for sale)  
Dextropropoxyphene  
Dlhydrocodeine  
Olhydrootorphine  
Dlphenoxylate (tar conversion)  
Diphenoxylate (tor sale)  
Ecgonine  
Ethylmerphine  
Etorphine hydrochloride  
Fenlanyl  
Glulethimide  
Hydrocodone (tor conversion)  
Hydrocedene (tor sale)  
Hydromorphone  
Isomethadono  
Leco-sphacelylmethadol (LRAM) 

L

Levomethorphan  
Levorphanol  
Lisdexamletamine  
Meperidine  
Moperldlne Intermediate-A  

5 no change. 
5 no change. 

2,950.000 2,250,000. 
17,750 no change. 

3 no change. 
25,125 no change. 

15,000,000 no change. 
39,705,000 45.000.000. 

19 no change. 
200,000 no change. 

50,000,000 no change. 
63900,000 no change. 

19 no chance. 
226.375 no change. 

3 no change. 
31,2E0 18,750. 

1,337,500 no change, 
125,000 no change. 

3 5. 
3 no change. 

2 303000 no change. 
3 no change. 

235,000 177,500. 
88.500,000 86,000.600. 

8.250.000 7,000000. 
5 no change. 
4 no change. 

30 33. 
7,125 no change. 

29,750,000 23,750,000. 
5,450,000 4.632,500. 

6 no change. 
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leastc class 

Established 
2016 

quotas 

(g) 

Proposed 
revised 2016 

quotas 

In) 

Meperidine intermediate.13  
Mepefidine inharmedime-O  
Metencine  
Methadone tfonsale)  
Methadone Intermediate  
Methamphetamine  

11 
6 

19 
31.875300 
34.375.000 

2.061.375 

no change. 
no change. 
no change. 
no change. 
no change. 
no change. 

11350.000 grams of levo-desoryephednna for use in a non-controlled, non-prescription product; 750,000 rams for methamphetamine mostly for 
conversion lo a schedule III product; and 61375 grams for mothamphetamine (for sale)I 

Methylphenidate  
Morphine (for conversion)  
Morphine (for sale)  
Nabilone  
Noroxymorphone (for conversion)  
Noroxymorphone (for sale)  
Opium (powder)  
Opium (tincture)  
Oripavine 
Oxycodone (for conversion)  
Oxycodone (for sale)  
Orymorphone (tor conversion)  
Oxymorphone (tor sale)  
Pentobarbital  
Phenazocine  
Phencyclidine  
Phenmetrazine  
Phenylacetone  
Racemethorphen  
Racemorphan  
Remilentanil  
Secobarbilal  
Sutentanil  
Tapentadol  
Thubalne  

List I Chemicals 

Ephedrine (for conversion)  
Ephedrine (for sale)  
Plienylpropanclamtne (for conversion)  
Phenyipropanolamine (for sale)  
Pseudoephedrine (for conversion)  
Pseudocoheddne (for sale)  

The Acting Administrator further 
proposes that aggregate production 
quotas for all other schedule I and II 
controlled substances included in 21 
CFR 1308.11 and 1308.12 remain at 
zero. In accordance with 21 CFR 
1303.13 and 21 CFR 1315.13, upon 
consideration of the relevant factors, the 
Acting Administrator may adjust the 
2016 aggregate production quotas and 
assessment of annual needs as needed. 

Conclusion 

After consideration of any comments 
or objections. or after a hearing, if one 
is held, the Acting Administrator will 
issue and publish in the Federal 
Register a final order establishing any 
adjustment of 2016 aggregate production 
quota for each basic class of controlled 
substances in schedules I and II and 

established assessment of annual needs 
for the list I chemicals ephedrine, 
pseudoephodrine, and 
phenylpropanolaminc. 21 CFR 
1303.13(c) and 1215.13(0. 

Dated: July 14,2016. 
Chuck Rosenberg, 
Acting Administrator. 
int Doc. 2010-17571 Filed 7-21-1e; a:45 amt 

BILLING CODE 4410-00-P 

DEPARTMENT OF JUSTICE 

Notice of Charter Renewal 

AGENCY: justice Department. 
ACTION: Notice of Charter Renewal of the 
Executive Advisory Board of the 
National Domestic Communications 
Assistance Center. 

96,750,000 
91.250,000 
62,500.000 

18,750 
17,500000 
1475,000 

112500 
687,500 

30,000300 
6,250,000 

139.150000 
29.000.000 
7,750,000 

33,125000 
6 

50 
3 

50 
3 
3 

3,750 
215,003 

6,255 
25,500,000 

125000.000 

100,000 
9,000,000 

22.400,000 
8,500,000 

7,000 
224,500,000 

84.375000. 
no change. 
no change. 
no change. 
no change. 
625.000. 
no change. 
375,000. 
na change. 
5,000,000. 
no change. 
25000,000. 
6,250.000. 
no change. 
no change. 
no change. 
no change. 
no change. 
5. 
no change. 
no change. 
no change. 
no change. 
no change. 
no change. 

50000. 
no change. 
15,000000. 
no change. 
40. 
200.000000. 

SUMMARY; In accordance vith the 
provisions of the Madera Advisory 
Committee Act, title 5, United States 
Code, Appendix, and title 41 of the U.S. 
Code of Federal Regulations. section 
1016.1015, notice is hereby given that 
the Charter of the National Domestic 
Communications Assistance Center 
(NDCAC) Executive Advisory Board 
(EAB) has been renewed. The Charter is 
en file with the General Services 
Administration. The Attorney General 
determined that the NDCAC EAB is in 
the public interest and is necessary in 
connection with the performance of 
duties of the United States Department 
of Justice. These duties can best be 
performed through the advice and 
counsel of this group. 

The purpose of the EAB is to provide 
advice and recommendations to the 
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f) "m) 
--------- j2ruP----------1----CjlinnaILV LrjlnMra 1112tld-----P —erQnS)Itd aiaEt—amphetamine for sale) (b)(4)

Res 
increase t
increase 

A  200.000 
30 

onse 
increase APO 
increase APO 

45.000,000 5.000 
2 

i 
Onn 
18 etorphine NCI 40 

methadone increase 5988A81 APO is sufficient 31,875,000 31,875,000 - 
methadone intermediate increase 3369,372 APQ is sufficient 

. 34.375.000 34.375,000
nabilone increase 300 increase APO 18,750 18,875 125 

phen clidine (C1) increase 5 increase APO 50 60 11)...

Number of registrants/entities commenting: 4 
Number of drugs commented on: 6 6 

CM EA Chemical Company I Comment Amount Response Pronosed, AAN Revised A A N Change 
. ephedrine (for sale) via FDA (b)(4) increase 22.029 4,000,000 4,000,000 

pseudoephedrine (for sale) increase 17.100.000 200,000,000 200,000,000 . 
l 

Number of registra n ts/e n ti ties commenting: 2 
Number of List I chemicals commented on: 2 

Additional Comments: 
Drug Response Pro nosed Revised_ Chance (b)(4) 
All C11 esponded to removal of additional 25% starting in 2017 in both the 2016 and 2017 notice 

Additional Drug Considerations: 
Drue - Reinonn afilnird ,- 

see above 
Revised Change 

amphetamine (di) _ " b)(4) quota correction created increase of 169kg not previously considered 
dextropropoxyp ne new a lications while comment period open 19 55 36 

levophanol (C11) (b)(4) qt lvas limited by Est APQ, see app 8 128077 7,125 , 9,525 2,400 
methyl phenidatc h1(41 have pending requests; APQ is sufficient 84375,000 84,3'75,000 - 

noroxymorphone (for sale) l(b)(4) pending request; increase APQ 625,000 875,000 250,000 
28,377 secobaibital 

_has 
(b)(4) jhad low yields and requested increase to make one additional hatch 215,003 243,380 

thiafentanitC11 New temp contra cd substance, will he Published as final on Sept 30th; can't add to this FR notice N/A 

Additional Chemical Considerations: 
Chemical Response Promised Revised Chance 

ephedrine (for sale) via FDA FDA sent email rcgarding(b)(4) company having the only FDA approved ephedrine product see above 
. . 

" the proposed and revised values include 25% buffer for C11 substances 

Created by ODE( on 8-09-16 
2016 Proposed Revised APQ AArg 

Summary of 2016 proposed revised comments received as of 8-22-16 
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OEPARTMENT Of weriCe 
0000 'wax C beam AD HINISMATION, OFfiCt Of ON8119 CIL ) 

Pm:CMG QUOTA ROC U£355 
RUN OATS; 149Ev.1e 

Ropuo4t slew prod gnu Sinn Acne. Data 31.1110 0414 6666664d 

120110 614. 

b)(6) 

126232 Pou0n5 22,68e..14 204, 04.10 

126172 Ne. De-nu0-16 

120377 New 02-6EP 18 

126103 N. 04.167G-16 

128375 Imo 0/355-10 

68-607-16 

1 

1110010 

law, Pavan 22.08,C-10 2572170.10 15-A1fG.16 

128351 148.4 3144.16.40 

120401 Nu. 07-SEP-16 

126107 Pe6056 09470005 074E046 05.6.55016 

126351 5083 20-AUG-15 .26.71.5!0•15 

Q(7016. 

06644 Tip. 

YEAR: 2016 026 87* • DRUG 000E7 ••• 11143865T 

NA Number C44604.4 

NCx • WW1 10: 67.1. 

Is atTO Drug COPS quera Y.& Reg werbod Ouch Cl,rreulCAda 
Requened Penctlug ReirlIon 

OWL. &oiled InduamerDecnasu 
MAN (b)(4) (b)(7)(E) GOCCZE *OR CONVVS6:645 81:6.54 2016 15600 0500 15003 

KM 0.1-434PME14/7.68. 1100A 2110 4201,497.000 4,031.407 coo 200s00.00e 1201..47.030 200.003000 

MAN D.L.Almilif TAuiNe 1100-n 2616 2.534010e00 1,61.70 OCO 18e2 tong 1.531.527.000 166.737.000 

MAN 0.54,611t4T400NE 1106A 2086 10305.73000 7.706.984003 2,677.746000 10.306.730.00 2,60145000 

66101 DNA YiETAMINS 8501i SAM 3106122 2010 2,007.000000 2,002,616.000 tr37.484 000 2.002,51000 0.000 

SUN o-6mPliET4M77E 004 sie.E) 1160-02 2010 11,550,180000 0,153 423 000 0112.737,005 11.401,06600 32702350017 
Torsi 11,636,317.000 2.103.110.000 7,073,177.000 6,122,716.000 

MAN 140.011.00£ 7370-0 2216 10.340.000 1e0011000 300.603 

MIN 1000057406714010E (FOR SALEI 9607.8 2016 3&1000600 142.250000 237,750.010 

MAN PENTOgnaellie 2270-0 2016 27,003 000 0 000 27000600 

MAN PErnOWeiduirAl. 72704 2016 00.130. 000 0 000 10.120.000 
TOM 75,130.000 0.000 71030.500 

&WI 6Ecoemerm. 2311.4 2010 104,70e080 117.000.000 67,705.000 

2016 proposed feinsed cenvnerds teCeived ns 0164246 Pending 1.01 Rogues% 
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(b)(4) 

August 22, 2016 

Deputy Administrator 
Drug Enforcement Administration 
Washington, D,C. 20537 

Attn: DEA Federal Register Representative [Docket No. DEA-420P1 

This letter constitutes (b)(4)  comments on the Proposed Revised Aggregate 
Production Quotas for 2016, as published in Federal Register on July 22, 2016, FR Volume 
81, No. 141, pages 47829-47834. It should be considered to be Confidential Business 
Information. 

(b)(4) 

In light of the fact that (b)(4) has no knowledge of either the amounts of any 
available aggregate quotas or DEA's planned allocation of any aggregate, 
requests that DEA make any adjustments to the aggregate quotas sufficient to satisfy our 
requests for increased manufacturing quotas, which are outlined below. Because this 
comment contains confidential business information on our manufacturing quota needs, 

also requests that DEA treat this entire document as confidential. 

All requests below are stated in grams anhydrous base ("AA"). 

(b)(4) 
9250 Methadone 

:equests that the revised aggregate be sufficient to include 
request for 5,988,481 grams AA of methadone manufacturing quota for 2016, reference 
DF.A online submission number 128318, 

9254 Methadone Intermediate 
requests that the revised aggregate be sufficient to include 

request for 3,369,372 grams AA of methadone intermediate manufacturing quota for 2016, 
• reference DEA online submission number 128317. 

(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 

Contains Confidential. and 
Proprietary Information 

Contains Confidential and Proprietary Business Information Page 1 of 2 
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T . 

Supervisor, Controlled Substance Compliance 
l(b)(4) 

Office phonel(b)(6) 

CCIlUlari(b)(6) 
l(b)(4),(b)(6) 

Contains Confidential and 
Proprietary Information 

Contains Confidential and Proprietary Business Information Page 2 of 2 
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(b)(4) 

August 22, 2016 

Dr. Christine. A. Sannerud 
Chief 
Drug & Chemical Evaluation Section 
DEA Headquarters 
8701 Morrissette Drive 
Springfield, VA 22152 

RE: Proposed Adjustments to the Aggregate Production Quotas for Schedule I and II
Controlled Substances and Assessment of Annual Needs for the List 1 Chemicals 
Ephedrine, Pseudoephedrine, and Phenvinro anolamine for 2016 

(b)(4) requests these manufacturing quotas be addressed as part of the revised 
aggregate process. At this time, please consider these reqUests including all supporting 
documentation previously submitted by (b)(4)  in conjunction with these requests. 

9250 Methadone 
requests 5,988,481 grams'AA of additional methadone manufacturing quota 

for 2016. (Reference # 128318 on August 22, 2016) With the 14,011,519 grams already 
granted, the total is 20,000,000 grams (See Exhibit A page 1 of 2). 

(b)(4) 

(b)(4) 
9254 Methadone Intermediate 

.equests 3,369,372 grams AA of additionatmethadone intermediate 
manufacturing quota for 2016. (Reference # 128317 on August 22, 2016) With the 
17,630,628 grams already granted, the total is 21,000,000 grams (See Exhibit A page 2 of 
2). 

Sincerel 
b)(6) 

Supervisor, ontro stances Compliance 
(b)(4) 

Office phone (b)(6) Cellular 
(b)(4);(b)(6) 

(b)(6) 

Contains Confidential and Proprietary Business information Page 1 of 1 
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(b)(4) Additional Methadone Quota Request Exhibit A page 1 of 2 
Supplemental information 

18122/2016 
DH/E13 

(11 

(2) 

9250 Methadone Sales 
(b)(4);(b)(7)(E) 

Grams Base Class (M)
Actual Firm+Forecast 

registration Customer Code 
Inventory  Bulk Controlled Substances

In-Process Material 

(3) 

(4) 

Finished Dosage Forms 
Total Inventory 

AA grams AA grams AA grams 
AA grams AA grams Jan-Jut Aug-Dec . CY 2016 
2014' Act l 2015 Act .2016 Act 2016 Est Est.Total Percent 
1r194,557 699,682 2,489,787:  
1,494,770 1,890,933 1,800,000

979 979 
2,690,306 2,591,594 

1,780 
4,291,567 10.1% 

E 
F 

b)(4);(b)(7)(E) 8887/083 7,304,607 9,674,681 
1510 
1510 
1510 

416656 536,073 
738,700 

0 
710,724 

Others 
inextromethadone 
Methadone Base 

0 
1510 14,534 22448 
8514 0 0 
3278 0 0 

6,827,350 5,476,901 
232,172 28,035 

1,777,864  1,854,760 

12,304,251 72:8% 

394,715 0 
3,057  91,670 

0 220,542 
0 0 

260,207 1.5% 
3,632,624 

394,715 
94,727 

220,542 
0 

21.5% 
2.3% 
0,6%
1.3% 
0.0% 

(5) Disposition Domestic 
!Export 

(7) Total Sates 

(01 Net Production 
(9) 7%!Non-recoverable waste 
(to} Acquisition T  Total Quota Production 
or} 'Quota previously granted _ 
(12) 

8,474,497 10,943,926 9,235,158 
26,144 1 23,143 1 0 

8,500,641 10,967,069 9,235,158 
7,789,075 10,919,334 

452,097 335,880 

7,671,908 
84,550 

7,756,458 

8,241,172 11,255,214 
(10,155,194) (14,100,000) 

.Additional Methadone quota needed 

(13) 

16,907,066 
84,550 0.5% 

16,991,616 
18,691,589 
1,308,411 

20,000,000 
(14,011,519) 

5,988,481 I 

50% Rule is 112 the average of the last 2 years estimated domestic sates 
1/2 x (16,907,066120141+ 10,943,926120140! 2 r•  1 

Year Production Estimate is (days in year/days YTD) x Actual YTD domestic  sales x Waste Factor 

= 366/213 * 9,235,158 ' 1.07 = 16,933,291 Production for Export • Waste Factor 84,550 x 1.07 = 90,469 
Producton for Inventory Build is (50% rule - Previous End)'' Waste Factor 

= (6,962,748 - 2,591,594) x 1.07 = 4,677,135 • if 
Quota is Year Production Estimate + Production for inventory Build + Production for Export 

= 16,933,291 + 4,677,135 + 90,469= 21,700,894 [Match with Acquisitions] 

50% Rule; 
6,962,748 . 

Contains Confidential and Proprietary Information 
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(b)(4) Additional Methadone Quota Request 
Supplemental Information 

Exhibit A page 2 of 2 

19254 Methadone Intermediate i i 
I 

(lay 

(15) 

110) 

Inventory :Bulk Controlled Substances 
!In•ProcessMaterial 1 
I Total Inventory 1

. 1,054,648 1,548,294 1 
.. 

1 1,346,020
1 2,500,000 0 

1,054,648 
2,487,375 
4,035,669 

1 
!  3,846,020 

(17)
(8)M7% Methadone Intermediate 

OiSpOsitiOn, to Methadone 8,035,799 10,500,037 19,269,679 

(171 :Net Production 
Non-recoverable waste I 
Total Methadone Intermediate 

i 
6,930,437 ' 13,604,960 19,080.031 _. . 

1,908,003 
21,000,000 

. __ 
08i  lay, 
(19) !Acquisition 

755,703 : 1,405,777 
7,686,140 i 14,910,737 

. 

(18) I Quota previously granted . (11,928,645)} (17,500,000). . I (17,630,624 

DT 3-1 

Convert to.
(20) ! 

Additional Methadone Intermediate quota needed 

Methadone , 8,035,799 ! 

3,369,372 ' 

19,269,679 97% 10,500,037 , 

Contains Confidential and Proprietary information 
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Application for Quota Allotment 
Manufacturer (DEA Form 189) 

Drug Name Drug 
Code 

Drug 
Schedule 

Quota 
Year 

METHADONE 9250 2 2016 

DEA Number Fleglatrant Name and Address Date Submitted Reference Number 
(b)(4),(b)(7)(E) 

Aug 22.2016 128318 

Quota Allotment Requests by Year 2014 2015 
(approved) 

2016
(approved) (request) 

10,155,194.000 14,100,000.000 20,000,000.000 

Year-End inventory Date by Year 2014 
(actual) 

2015 
(actual) 

2016 
(estimate) 

Inventory (as of Dec 31) 

Built conlrelied substance {API) 1,194,557.000 699,605400 2,409,787.000 

In-process materiel (in ail forms) 1,494,770,000 1,890,949.000 1,800,000.000 

Finished dosage farm 979.000 979.000 1,780.000 

Total Inventory 2,696,308.000 2,691,613.000 4,291,567.000 

Dieposkiens 

Domestic 8,474,498.000 10,943,928.000 16,907,066.000, 

Exports 20,144.000 23,143.000 84,550.000 

Total Dispositions 8,600,840.000 10,967,071.000 16,991,810,000 

Acquisitions . . 

Domestic 8,241,434.000 11,260,827.000 20.000.onn.oc0 
, 

Imports .003 .000 .000 

Total Acquialtions 8,241,434.000 11,260,827.000_ 20,000,000.000 

Remarks

Supplemental documentation In support of Ibis request will be smelled separately to ODE.QuolaQuedoi.gov. 

Current Request by Category 

Commercial 
Manufacturing 

Product 
Developement 

, 

Packaging Replacements Transfers 

20,000,000.000 .000 .000 .000 .000 

Commercial Manufacturing — Converted Substances (Box 13) 

Drug Name Drug 
Code 

Amount 
Used 
2014 

Amount 
u  used s mae 
2015 

Amount 
Estimated d t 

2015 
Historical 

Percentage 

Commercial Manufacturing — Dosage Forms (aax 14) 

Name Drug 
Schedule u ory M arket Ath it 

Amount 
Used • 
2014 

Amount 
Used
2015 

Amount 
Estimated 

2016 

Product Development 

Name Strength 
Units 
par 

Batch 

Number 
or 

Batches 
Purpose Tole{ 

Quantity 
Time 

to 
Comolell on 

DEA Form: DEA-189 May31. 2019  1 

j 

Page 1158 Vol. 1



I, .

Application for Quota Allotment 
Manufacturer (DEA Form 189) 

Drug Name Drug 
Code 

Drug 
Schedule 

Quote 
Year 

METHADONE.INTERMEMATE 9254 2 2016 

L 

L 

(b)(4),(b)(7)(E) 

Registrant Name and Address Date Submitted Reference Number 

Aug 22.2016 128317 

Quota Allotment Requests by Year r 
2014

ov{approved} ed) 
2015 

(approved) 
2016 

(request) 

11,928,645000 17.500.000.000 21,000,000.000 

Year.End inventory Data by Year 2014 2015 
(actual) 

. 2018
(actual) (estimate) 

fiventofy (os of Dec 31) 

Sulk controlled substance (API) 1,054,648.000 1,548,294.000 1,346,020.000 
...-A 

in-process material (In all forms) .000 2,487,375.000 2.500.000.000 

Finished dune farms .000 .000 .000 

'TOW inventory 1,054,648.000 • 4,035,669.000 3,846,020.000 

Dispositions 

Domestic 50.000 .000 19,269,679.000 

Exports .000 .000 .000 

Total Dispositions 50.000 ,000 19,269,679,000 

Acqu:sitions 

Domestic 7,888,140.000 14,910,737.000 21,000,000.000 

imports .000 .000 .000 

Toial Acquisitions 7,686,140.000 14.910.737.000 21,000,000.000 

Remarks 

Supplemental documentation in support of this quota request will be entailed separately to ODE.Quotergusdotgov. 

Current Request by Category . 

Commercial 
MannufacturIng 

Pre duct 
Develop armlet Packaging Replacements • Transfers 

21,000,000.000 ,000 .000 .000 .080 

Commercial Manufacturing --Converted Substances (Box 13) 

Drug Name Drug 
Code 

Amount 
Used 
2014 

Amount 
Used 
2015 

Amount 
Estimated 

2016 

. . 
Historical 

Percentage 

METHADONE 9250 8,241,172.000  11,255,214.000 19,289,679.000 97.0093', 

Commercial Manufacturing — Dosage Forma (Box 14) 

Name 
• 

Drug Schedule Market Authority 
Amount 

Used 
2014 

Amount 
Used 
2015 

Amount 
Estimated 

2016 

Product Development 

Name 
/ Units 

Strength / per 
/ Batch 

Number 
of 

Batches 
Purpose : Total 

Quantity 
Time 

to 
completion 

DEA Form: DEA-109 1117.066 May 31, 2019 
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2016 Roelead Al 
Reels Class: . 3.0 Werksheete 

Po TotaitC.44•P Op 57.003 FDA E es: 
0,15 Ds: 

Ceenoene or.A Nuns 2016 MO Requelt 2016 MO 2015 Sete. 2015 Total Saks % or 201.5 Saes Slurs ol 1016 Total PQ 2015 Inventory 2016 Projected Warts Cate Using CFR 30% Invent Cate thing CFR 50% Immix Final MO 

(b)(4);(b)(7)(E) 5.000 4.000 0.000 6,225.000 0 000 0.000 0.000 0.00:1 0000 0000 0000 
20.000 20.000 0.000 0.225.020 0.900 0.000 0.000 10000 10000 10.000 0.000 
10000 10.000 0000 6,729.000 0.000 0.000 6.086 0.000 4036 4.050 0.000 

U0 5otele: 35.003 34.000 0.000 6.056 10.060 3.814 0.000 

Firml Initial APQ: 36000 
Proposed Reviled: 36.000 

MO Need•Pet 1.5 - Revised MQ - Alveoli:AA 45.414 CFR 14%; 31,164 
2015 Initial APR: 15,000 
FDA Est 2015 APC1 (1 • FDA ES* 19.000 
1MS Est - 2015 APO • (1 • 11.15 EM): 15.003 

15 

Firm! Revised APO: 45000 

2016 Revised APO wcrksheel_Combined es al 6-22-16 DEXTROPROC'OXYPHENE, BULK (NON 
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task (Aim ) 510 
2016 ROVIlted 

Worireheets 

PQ TotaitcM•Prol: 

enoimarr.e ocil Sheaf 

0.000 

2016 WI 1101util 2016 MD 2016 Sales 2015 Tool Sides %of 2016 Sales Sears of 2016 TERM PQ 

FDA eat 
1153 est: 

2015 inveremy 2016 Praitelee Espevts cam using CFR 301. invert 
(b)(4),(b)(7)(E) 1.000 1.000 0 000 0.000 0 000 0000 0.000 0.900 0.000 

MQ Totals; 1.000 
• 

1.000 0.000 0.000 0.000 0.000 

Fles1 Wail APO: 2.000 
Propelled Revised: 2.000 

MO IleedePQ• 1.5 Revised MC- 'eve ma tr. .1000 CFR 50%: -1.000 
2015 WWI APO: 2000 
FDA Est. 2115 APO '11 • FOA esti: 2.000 
Les Est • 2015 APO • 11 t I m5 ettl: 2.000 

1343riSOAP04;k0Ofe 

Internal Comments: 

2 

Received letter from 1(b)(4) fr questIng to import 30g. Will change 2016 estimate and APO to reflect that change 

Real Revised APQ: 43 000 

/-) 
Cilc Using CFR SOM invent • Flas1MQ 
' aorta 0 000 

0.000 

2016 Revised APQ worksheet_Combined as of 6-2246 ETORPHINE FICL 
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Ct. • lc Classfe :l
P0 Teta14+6•F0P 

CAM:m.7 

(b)(4);(b)(7)(E) 

Mq Totals: 

final India' 6P2 
1.70p05/6 Dirls4tA 

- CEA Mum 

25.200403.000 
25.500.02.000 

2016R 
Wort.

18.132.971.001 FDA Est: 
DIS Est 

2046 MO Rail Lava 0011 MD 2015$21r5 2016 Total SM. %or 20133.1. 400‘• 01 20141014 F13 4415100• 0104y 2011  PvC406t4g1 E6PO4O Gk Uglftl CFR 3,41̂ FF 41 Ft Cate  CFR 60% Fr" rt Knni 00
5000 4.e00 ONO 26243.734315 0000 ' 0.000 0.000 0.000 0003 0003 0800 

20.000
1080: 

15 20.000 0800 18247,7203 0.000 00% cow 200 *0.60000 *0.030 0.030 
10.030 2.315 212,207.:38315 4.000 2.540 0,0:0 -13.097 .12648 0.033 

244220.030 n3.610.040 45687.747 0 000 160% 15201.734.315 0840 

28.452 

17130 35.014.030 0020 -36.590.615 
1.000 2.040 0.000 28.247.730115 0.000 0.000 0.000 0000 0.003 0.000 0000 

20D00D03000 10100140 10.04120000 18281,739.315 0.674 12,224.213.444 23411813.003 64,550060 13,344414.540 15,514.803.620 0.000 
croponoco /043,932.003 5.380442.000 10261,139 325 0.320 5.005,740890 1.429.230.000 0.000 6222.932.117 7,101.930 413 0.000 

• 

28,005256050 21,2/0,005.033 15.207,739.325 4,024772,632 0.040 141.6204512.740 94.560.000

100 Neart.Per -Rsrbtd -Ir...Mary; 1,88302.56D CM SOIL: 1.417,371970 
IDISItaial AM; 25,500400000 
FOA Est= 2011 APO° 41 • FDA Est): 2500,000 .000 
069 Ett. 2016 APO • (1 • MS Ent: 25,500,00:1530 

25.200.000 

1(b)(4) laiaimelleabatfii!in.inaeasalbir' YN
- • 27 67,4186.00 

fte+risedOtt ift7Di4iiff5iiet ;1- i 7 25.50040,  . 

Atgi cbriiirdOid riarikrOidrostal dirti41; RS system 

IfitA Mal Comments: 

(b)(4) equest was processed and they Wert nal eligible based on supporting documentation provided for fug amount. 
Therefore, proposed APO is sufficient 

Final Revised APQ: 3E875.60000 

2016 Revised APO wOrkthett_COMberte4 os of 8.22.26 METHADONE 
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Elas Cf.., 84-0 
2016 

Wo, 

PO TGOVO•PO),
• 

Company • nEn Nam 

0.000 

10t5 100 Raivaatt 2015 MO 2015 3405 20 7 $50.41.5a1•5 56 ot 2015 Salim Stun at 2014 Total FO 

500 Cal: 
WS Est: 

20 t 5 tn,•entory 2618 Projected Elp•orti GM lining CFR 3014 tnyy•1 Cain Using CfR Wit Inystd Final ItO 

(b)(4);(b)(7)(E) 10030 10000 0.000 17.642510.000 0000 0003 9 950 0 000 -9.060 -9560 0.030 
570,450.030 402284.003 0.000 17,642611.000 0.000 0.000 12,157.003 0 003 -12.157.000 -12.157.000 0.000 

1,030 1.000 MOM 17,642611600 0.000 0.000 0 003 0.000 . 0,000 0.600 0600 
21,000,000000 17,520.628.000 10.500.037.000 12042511030 0550 0,000 4035669,000 0 030 4035,659.000 -1,410.659.750 0000 
10230.000.0130 0,624247000 7.342774.000 17042611.030 0.412 0 000 1464642.060 0 030 -1,464,642.000 371.051.500 0.000 

ISO Touts: 31 coo,481coo 25057370.090 176421311.000 5512.477.950 0.002 4,512A/7050 0.000 

Final Initial APO: 27.500093.000 
Prapatold Revised: 27400.001000 
Fatal nov0467412: 0.000 

310 NeteRFCC 1.5 - Remised 140 • Irtin maw: -32.709547550 CFR S0•61 -27.905,945.200 
20156111M APO: 27.50009.00 
FDA ail • 2015 AFC • (1 • FOR Est): 27500000.000 
IMS 251 • aels *PO • (I* PM kft): 27,5000000:0 

weT4Ock#P'!et*,:::" 27,500.0:0 

4) iitiiiiiii4ior,an increase try- .i., ;i#: (b)(
eicW,MP4.041 would teiii•T:. ' 54401 
Rii&a*p ti itoi iiitri4elit

AlSo'reuistc:41*flie urne ernant tfi•riaiigh YERS system 

Internal Comments: 

(b)(4) request was processed and iney were not ergibte based on supporting documentation provided for ta arnaunt. 
Therefore, proposed APO is sufficient 

Final Revised APO: 34375007E000 

2016 Fir yised APO wOrkstieei_Corntiled as of E1-22-16 METHADONE•INTERMEDIATE 

Page 1163 Vol. 1



L 

L 

2016 Final Adjusted Aggregate Production Quotas and Annual Assessment of Needs 

• Section 306(a) of the Controlled Substances Act (CSA) requires the Attorney General to establish the 
production amount of each basic class of Schedule I and II controlled substances and for the List I 
chemicals ephedrine, pseudoephedrine, and phenylpropanolamine. This responsibility has been 
delegated to the Administrator of the Drug Enforcement Administration (DEA). 

• DEA regulations allow the Administrator to revise the established annual aggregate production quota 
(APQ) and assessment of annual needs (AAN) after review of pertinent information provided from 
various sources including DEA-registered manufacturers and the Food and Drug Administration 
(FDA). 

• The attached Federal Register notice, prepared for your signature, reflects the calendar year 2016 
final adjusted aggregate production quotas (APQ) for schedules I and II controlled substances and 
assessment of annual needs (AAN) for the list I chemicals ephedrine, phenylpropanolamine, and 
pseudoephedrine for which the United States has medical, scientific, industrial, export and reserve 
stock requirements. 

• As stated in the 2013 Federal Register Notices, DEA continues to add an additional 25% to the APQ 
for schedule II substances and those schedule I substances that are used to produce drugs that have a 
medical need (specifically, GHB and tetrahydrocannabinols) to prevent potential drug shortage issues. 

Expeditious review and publication of this notice is necessary to ensure an uninterruptable supply of 
schedule I and II controlled substances as well as list I chemicals ephedrine, phenylpropanolamine, 
and pseudoephedrine for the legitimate medical, scientific, industrial, and export requirements of the 
U.S. 

The following points provide brief explanations of the changes from the proposed revised AAN & 
APQ values: 

List I Chemicals: 

• No further adjustments 

Controlled Substances: 

• OD is recommending an increase in the APQs for Dextropropoxyphene, Etorphine HCI and 
Phencyclidine. The increase is based on registrant applications and projected demand for reference 
standards. 

• OD is recommending an increase in the APQs for Amphetamine (for sale), Levorphanol, and 
Noroxymorphone (for sale). The increase is based on additional new purchase orders and batch size 
requirements at the bulk manufacturer level. 

• OD is recommending an increase in the APQs for Nabilone and Secobarbital. The increase is based 
on changes.in the manufacturing yields at the bulk manufacturing level. 

OD/ODQ/ODEQ 9/15/16 Page I of I 

Page 1164 Vol. 1



L 

L 

L 

Billing Code 4410-09-P 

DEPARTMENT OF JUSTICE 
Drug Enforcement Administration 
[Docket No. DEA-42019 

Final Adjusted Aggregate Production Quotas for Schedule I and II Controlled Substances 
and Assessment of Annual Needs for the List I Chemicals Ephedrine, Pseudoephedrine, 
and Phenylpropanolamine for 2016 

AGENCY: Drug Enforcement Administration (DEA), Department of Justice (DOJ). 

ACTION: Final order. 

SUMMARY: This final order establishes the final adjusted 2016 aggregate production quotas 

for controlled substances in schedules I and II of the Controlled Substances Act (CSA) and the 

assessment of annual needs for the List I chemicals ephedrine, pseudoephedrine, and 

phenylpropanolamine. 

DATES• This order is effective [INSERT DATE OF PUBLICATION IN THE FEDERAL 

REGISTER]. 

FOR FURTHER INFORMATION CONTACT: Michael J. Lewis, Office of Diversion 

Control, Drug Enforcement Administration, 8701 Morrissette Drive, Springfield, VA 22152, 

Telephone: (202)598-6812. 

SUPPLEMENTARY INFORMATION: 

Legal Authority 

Section 306 of the Controlled Substances Act (CSA), (21 U.S.C. 826), requires the 

Attorney General to establish aggregate production quotas for each basic class of controlled 

substances listed in schedules I and II and for the list I chemicals ephedrine, pseudoephedrine, 

and phenylpropanolamine. The Attorney General has delegated this function to the 

Administrator of the Drug Enforcement Administration (DEA) pursuant to 28 CFR 0.100. 

Background 

The DEA published the 2016 established aggregate production quotas for controlled 
1 
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substances in schedules I and II and for the assessment of annual needs for the List I chemicals 

ephedrine, pseudoephedrine, and phenylpropanolamine in the Federal Register (80 FR 60400) on 

October 6, 2015. That notice stated that the Administrator would adjust, as needed, the 

established aggregate production quotas in 2016 in accordance with 21 CFR 1303.13 and 

21 CFR 1315.13. The 2016 proposed adjusted aggregate production quotas for controlled 

substances in schedules 1 and II and assessment of annual needs for the List I chemicals 

ephedrine, pseudoephedrine, and phenylpropanolamine were subsequently published in the 

Federal Register on July 22, 2016 (81 FR 47829) in consideration of the outlined criteria. All 

interested persons were invited to comment on or object to the proposed adjusted aggregate 

production quotas and assessment of annual needs on or before August 22, 2016. 

Comments Received 

Four DEA-registered entities submitted timely comments regarding a total of six 

schedule 1 and II controlled substances. Comments received proposed that the aggregate 

production quotas for amphetamine (for sale), etorphine hydrochloride, methadone, methadone 

intermediate, nabilone, and phencyclidine were insufficient to provide for the estimated medical, 

scientific, research, and industrial needs of the United States, for export requirements, and for the 

establishment and maintenance of reserve stocks. The DEA received one comment from a DEA 

registrant regarding the proposed removal of the additional 25% of the estimated medical, 

scientific, and research needs of the United States for the calendar year 2017 published in the 

Federal Register on July 22, 2016 (81 FR 47821). 

The DEA received one comment from a DEA-registered entity and two comments from 

non-IDEA registered entities for the proposed adjustments to the 2016 assessment of annual 

needs for ephedrine, pseudoephedrine, and phenylpropanolamine. Comments received proposed 

that the annual assessment of needs for ephedrine (for sale) and pseudoephedrine (for sale) were 

insufficient to provide for the estimated medical, scientific research, and industrial needs of the 
2 
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United States, for export requirements, and for the establishment and maintenance of reserve 

stocks. 

Analysis for Final Adjusted 2016 Aggregate Production Quotas and Assessment of Annual 

Needs 

In determining the final adjusted 2016 aggregate production quotas and assessment of 

annual needs, the DEA has taken into consideration the above comments along with the factors 

set forth in 21 CFR 1303.13 and 21 CFR 1315.13 accordance with 21 U.S.C. 826(a), and other 

relevant factors including the 2015 year-end inventories, initial 2016 manufacturing and import 

quotas, 2016 export requirements, actual and projected 2016 sales, research and product 

development requirements, and additional applications received. Based on all of the above, the 

Administrator has determined that the proposed adjusted 2016 aggregate production quotas and 

assessment of annual needs for amphetamine (for sale), etorphine hydrochloride, 

dextropropoxyphene, levorphanol, nabilone, noroxymorphone. (for sale), phencyclidine, and 

secobarbital required additional consideration and hereby further adjusts the 2016 aggregate 

production quota and assessment of annual needs for these substances. This final order reflects 

those adjustments. 

Regarding ephedrine (for sale), methadone, methadone intermediate, and 

pseudoephedrine (for sale) the Administrator hereby determines that the proposed adjusted 2016 

aggregate production quotas and assessment of annual needs for these substances and List I 

chemicals as published on July 22, 2016 (81 FR 47829) are sufficient to meet the current 2016 

estimated medical, scientific, research, and industrial needs of the United States and to provide 

for adequate reserve stock. This final order establishes these aggregate production quotas at the 

same amounts as proposed. 

As described in the previously published notice establishing the 2016 aggregate 

production quotas and assessment of annual needs, the DEA has specifically considered that 
3 
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availability of sufficient quantities to maintain an adequate reserve stock pursuant to 

21 U.S.C. 826(a), as intended. See 21 CFR 1303.24. This would be concerning if a natural 

disaster or other unforeseen event resulted in substantial disruption to the amount of controlled 

substances available to provide for legitimate public need. As such, the DEA has included in all 

proposed revised schedule II aggregate production quotas, and certain schedule I aggregate 

production quotas, an additional 25% of the estimated medical, scientific, and research needs as 

part of the amount necessary to ensure the establishment and maintenance of reserve stocks. The 

resulting revised established aggregate production quota will reflect these included amounts. 

This action will not affect the ability of manufacturers to maintain inventory allowances as 

specified by regulation. The DEA expects that maintaining this reserve in certain established 

aggregate production quotas will mitigate adverse public effects if an unforeseen event results in 

the substantial disruption to the amount of controlled substances available to provide for 

legitimate public need, as determined by the DEA. The DEA does not anticipate utilizing the 

reserve in the absence of these circumstances. 

Pursuant to the above, the Administrator hereby finalizes the 2016 aggregate production 

quotas for the following schedule I and II controlled substances and the 2016 assessment of 

annual needs for the List I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine, 

expressed in grams of anhydrous acid or base, as follows: 

Basic Class 

Revised 
2016 

Quotas 

(g) 
Temporarily Scheduled Substances 

bcta-Hydroxythiofentanyl 30 

Butyryl fentanyl 30

4 
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Schedule I 

[1-(5-fluoropenty1)-1H-indazol-3-y1](naphthalen- 1 -yemethanone (THJ-2201) 15 

1-(1-Phenylcyclohexyl)pyrrolidine 10 

1-(5-Fluoropenty1)-3-0-naphthoyOindole (AM2201) 45 

1-(5-Fluoropentyl)-3-(2-iodobenzoyl)indole (AM694) 45 

1-(1-(2-Thienyl)cyclohexyl]piperidine 15 

1 -[2 -(4-MorpholinyOethyl]-3 -(1 -naphthoyOindole (JWH-200) 45 

1-Benzylpiperazme 25 

1-Butyl-3-(1-naphthoyl)indole (JWH-073) 45 

1-Cyclohexylethyl-3-(2-methoxyphenylacetyl)indole (SR-18 and RCS-8) 45 

1-Hexy1-3-(1-naphthoyl)indole (JWH-019) 45 

1-Methyl-4-phenyl-4-propionoxypiperidine 2 

1 Penty1-3-(1-naphthoyDindole (JWH-018 and AM678) 45 

1-Penty1-3-(2-chlorophenylacetypindole (JW11-203) 45 

1-Penty1-3-(2-methoxyphenylacetyl)indole (JWH-250) 45 

1-Penty1-3-(4-chloro-l-naphthoyOindole (JWH-398) 45 

1-Penty1-3-(4-methyl-l-naphthoyOindole (JWH-122) 45 

1-Penty1-3-[(4-methoxy)-benzoyl]indole (SR-19, RCS-4) 45 

1-Penty1-3-11-(4-methoxynaphthoyOlindole (JWH-081) 45 

2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E) 30 

2-(2,5-Dimethoxy-4-methylphenyOethanamme (2C-D) 30 

2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C-N) 30 

2-(2,5-Dimethoxy-4-n-propylphenyBethanamme (2C-P) 30 

2-(2,5-Dimethoxyphenyl)ethanamine (2C-H) 30 

2-(4-Bromo-2,5-dimethoxypheny1)-N-(2-methoxybenzypethanamme (25B- 
NBOMe; 2C-B-NBOMe; 25B; Cimbi-36) 

25 

2-(4-Chloro-2,5-dimethoxyphenyOethanamme (2C-C) 30 

2-(4-Chloro-2,5-dimethoxypheny1)-N-(2-methoxybenzypethanamine (25C- 
NBOMe; 2C-C-NBOMe; 25C; Cimbi-82) 

25 

2-(4-Iodo-2,5-dimethoxyphenyl)ethanamine (2C-1) 30 

2-(4-lodo-2,5-dimethoxypheny1)-N-(2-methoxybenzyDethanamine (251-NBOMe; 
2C-1-NBOMe; 251; Cimbi-5) • 

15 

2,5-Dimethoxy-4-ethylamphetamine (DOET) 25 

2,5-Dimethoxy-4-n-p opylthiophenethylamine 25 

2,5-Dimethoxyamphetam ne 25 

2-14-(Ethylthio)-2,5-dimethoxyphenyllethanamine (2C-T-2) 30 

2-14-(lsopropylthio)-2,5-climethoxyphenyliethanamine (2C-T-4) 30 

3,4,5-Trimethoxyamphetamine 25 

3,4-Methylenedioxyamphetamine (MDA) 55 

5 
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3,4-Methylenedioxymethamphetamine (MDMA) 50 

3,4-Methylenedioxy-N-ethylamphetamine (MDEA) 40 

3,4-Methylenedioxy-N-methyleathinone (methylene) 50 

3,4-MethylenedioXypyrovalerone (MDPV) 35 

3-FMC; 3-Fluoro-N-methylcathinone 25 

3-Methylfentanyl 2 

3-Methylthiofentanyl 2 

4-Bromo-2,5-dimethoxyamphetamine (DOB) 25 

4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 25 

4-FMC; Flephedrone 25 

4-Methoxyamphetamine 150 

4-Methyl-2,5-dimethoxyamphetamine (DOM) 25 

4-Methylaminorex 25 

4-MEC; 4-Methyl-N-ethylcathinone 25 

4-Methyl-N-methylcathinone (mephedrone) 45 

4-Methyl-a-pyrrolidinopropiophenone (4-MePPP) 25 

541,1 -Dimethylhepty1)-2- RIR,35)-3-hydroxycyclohexyll-pheno 1 68 

5 -(1,1-Dimethylocty1)-2-RIR,38)-3-hydro x ycyclo hexyll-phenol 
(cannabieyelohexanol or CP-47,497 C8-homolog) 

53 

5-Fluoro-UR144, XLR11 25 

5-Methoxy-3,4-methylenedioxyamphetamine 25 

5-Methoxy-N,N-diisopropyltryptamine 25 

5-Methoxy-N,N-dimethyltryptamine 25 

AB-PINACA 15 

Acetyl-alpha-methylfentanyl 2 

Acetyldihydrocodeine 2 

Acetylmethadol 2 

AH-7921 30 

Allylpiudine 2 

alpha-Ethyltryptamine 25 

alpha-Methylfentanyl . 2 

alpha-Methylthiofentanyl 2 

alpha-Methyltryptamine (AMT) 25 

alpha-Pyrrolidinobutiophenone (a-PBP) 25 

alpha-Pyrrolidinopentiophenone (a-PVP) . 25 

Alphacetylmethadol 2 

Alphameprodine 2 

Alphamethadol 2 

6 
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Aminorex 25 

APINCA, AKB48 25 

Benzylmorphine 2 

beta-Hydroxy-3-methylfentanyl 2 

beta-Hydroxyfentanyl 2 

Betacetylmethadol 2 

Betamcprodine 2 

Betamethadol 4 

Betaprodine 2 

Bufotenine 3 

Butylohe 25 

Cathinone 30 

Codeine methylbromide 5 

Codeine-N-oxide 305 

Desomorphine 25 

Diethyltryptamine 25 

Difenoxin 11,000 

DihydromorPhine 2,000,000 

Dimethyltryptamine 35 

Dipipanone 5 

Fenethylline 5 

gamrna;Hydroxybutyric acid 70,250,000 

Heroin 50 

Hydromorphinol 2 

Hydroxypethidine 2 

Ibogaine 5 

Lysergic acid diethylamide (LSD) 40 

Marihuana 658,000 

Mescaline 25 

Methaqualone 10 

Methcathinone 25 

Methyldesoiphine 5 

Methyldihydromorphine 2 

Morphine methylbromide 5 

Morphine methylsulfonate 5 

Morphine-N-oxide 350 

N,N-Dimethylamphetamine 25 

N-(1-Amino-3,3-dimethyl-l-oxobutan-2-y1)-1-pentyl-1H-indazole-3-carboxamide 50 

7 
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(ADB-PINACA) 

N-(1-Amino-3-methyl-l-oxobutan-2-y1)-1-(4-fluorobenzyl)-1H-indazole-3- 
carboxamide (AB-FUBINACA) 

50 

N-(1-Amino-3-methyl-l-oxobutan-2-y1)-1-(cyclohexylmethyl)-1H-indazole-3- 
carboxamide (AB-CHMINACA) 

15 

N-(1-phenethylpiperidin-4-y1)-N-phenyIacetamide (acetyl fentanyl) 100 

N-Ethyl-1 -phenylcyclohexylamine 5 

N-Ethylamphetamine 24 

N-Hydroxy-3,4-methylenedioxyamphetamine ' 24 

Naphyronc 25 

Noracymethadol . 2 

Norlevorphanol 52 

Normethadone 2 

Normorphine 40 

Para-fluorofentanyl 5 

Parahexyl 5 

Pentedrone 25 

Pentylone 25 

Phenomorphan 2 

Pholcodine 5 

Psilocybin 30 

Psilocyn 50 

Quino1in-S-y1 1-(5-fluoropenty0-1H-indole-3-carboxylate (5-fluoro-PB-22; 5F- 
PB-22) 

25 

Quinolin-8-y1 1-penty1-1H-indole-3-carboxylate (PB-22; QUPIC) 25 

Tetrahydrocannabinols 511,250 

Thiofentanyl 2 

Tilidine 25 

Trimeperidine 2 

UR-144 25 

Schedule H 

1-Phenylcyclohexylam ne 5 

1-Pipendinocyclohexanccarbonitrile 5 

4-Anilino-N-phenethy1-4-piperidine (ANPP) 2,250,000 

Alfentanil 17,750 

Alphaprodine 3 

Amobarbital 25,125 

Amphetamine (for conversion) 15,000,000 

Amphetamine (for sale) 50,000,000 

B 
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L 

Carfentanil 19 

Cocaine 200,000 

Codeine (for conversion) 50,000,000 

Codeine (for sale) 63,900,000 

Dextropropoxyphene 55 

Dihydrocodeine 226,375 

Dihydroetorphine 3 

Diphenoxylate (for conversion) 18,750 

Diphenoxylate (for sale) 1,337,500 

Ecgonine 125,000 

Ethylmorphine 5 

Etorphine hydrochloride 40 

Fentanyl 2,300,000 

Glutethimide 3 

Hydrocodone (for conversion) 177,500 

Hydrocodone (for sale) 86,000,000 

Hydromorphone 7,000,000 

Isomethadone 5 

Levo-alphacetylmethadol (LAAM) 4 

Levomethorphan 33 

Levorphanol 9 525 

Lisdexamfetamine 23,750,000 

Meperidine 4,632,500 

Meperidine Intermediate-A 6 

Meperidine Intermediate-B 11 

Meperidine Intermediate-C 6 
Metazocine 19 

Methadone (for sale) 31,875,000 
Methadone Intermediate 34,375,000 
Methamphetamine 2,061,375 
[1,250,000 grams of levo-desoxyephedrine for use in a non-controlled, non-prescription product; 

750,000 grams for methamphetamine mostly for conversion to a schedule III product; and 
61,375 grams for methamphetamine (for sale)] 

Methylphenidate 84,375,000 

Morphine (for conversion) 91,250,000 

Morphine (for sale) 62,500,000 

Nabilone 18,875 

Noroxymorphone (for conversion) 17,500,000 

Noroxymorphone (for sale) 875,000 

9 
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Opium (powder) 112,500 

Opium (tincture) 375,000 

Oripavine 30,000,000 

Oxycodone (for conversion) 5,000,000 

Oxycodone (for sale) 139,150,000 

Oxymorphone (for conversion) 25,000,000 

Oxymorphone (for sale) 6,250,000 

Pentobarbital 38,125,000 

Phenazocine 6 

Phencyclidine 60 

Phenmetrazine 3 

Phenylacetone 50 

Racemethorphan 5 

Racemorphan 3 

Remifentanil 3,750 

Secobarbital . 243,380 

Sufentanil 6,255 

Tapentadol 25,500,000 

Thebaine 125,000,000 

List I Chemicals 

Ephedrine (for conversion) 50,000 

Ephedrine (for sale) 4,000,000 

Phenylpropanolamine (for conversion) 15,000,000 

Phenylpropanolamine (for sale) 8,500,000 

Pseudoephedrine (for conversion) 40 

Pseudoephedrine (for sale) 200,000,000 

Aggregate production quotas for all other schedule I and II controlled substances included in 
21 CFR 1308.11 and 1308.12 remain at zero. 

Dated: 

Chuck Rosenberg, 
Acting Administrator. 

L 
10 
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(as identified by either the public or BPI 
service list), and a certificate of service 
must be timely filed. The Secretary will 
not accept a document for filing without 
a certificate of service. 

Determination.—The Commission has 
determined these reviews are 
extraordinarily complicated and 
therefore has determined to exercise its 
authority to extend the review period by 
up to 90 days pursuant to 19 U.S.C. 
1675(c)(5813). 

Authority: These reviews ere being 
conducted under authority of title VII of the 
Tariff Act of 1930: this notice is published 
pursuant to section 207112 of the 
Commission's rules. 

By order of the commission. 
Issued: October 19, 2016. 

Lisa R. Harlon, 
Secretary to the Commission. 
IFRDoc. 2016-15715 Filed 10-24-m: 445 arid 
BILLING CODE 7020-02—P 

INTERNATIONAL TRADE 
COMMISSION 

[Investigation No. 337-TA-10021 

Certain Carbon and Alloy Steel 
Products; Commission Decision Not 
To Review an Initial Determination 
Granting Complainant's Mallon To 
Amend the Complaint and Notice of 
Investigation 

AGENCY: U.S. International Trade 
Cornmission. 
ACTION: Notice. 

SUMMARY: Notice is hereby given that 
the U.S. International Trade 
Commission has determined not to 
review the presiding administrative law 
judge's ("ALP) initial determination 
("ID") (Order No. 34hgranting a motion 
of complainant United States Steel 
Corporation to amend the Complaint 
and Notice of Investigation to correct 
the name of respondent "Shougang 
Group" to "Shougang Corporation." 
FOR FURTHER INFORMATION CONTACT: 
Megan M Valentine. Office of the 
General Counsel. U.S. International 
Trade Commission, 500 E Street SW.. 
Washington. DC 20436. telephone (202) 
7118-2301. Copies of non-confidential 
documents filed in connection with this 
investigation are or will be available for 
inspection during official business 
hours (8:45 a.m. to 5:15 p.m.) in the 
Office of the Secretary, U.S. 
International Trade Commission, 500 E 
Street SW.. Washington, DC 20436, 
telephone (202) 205-2000. General 
information concerning the Commission 
m y al h bt d by s I g it 
Internet server at hltps://www.usitc.gov. 

The public record for this investigation 
may be viewed on the Commission's 
electronic docket (EDIS) at Mips:// 
edis.usitc.gov. Hearing-impaired 
persons are advised that information on 
this matter can be obtained by 
contacting the Commission TOD 
terminal on (202) 205-1610. 
SUPPLEMENTARY INFORMATION: The 
Commission instituted this investigation 
on June 2, 2015, based on a complaint 
filed by United States Steel Corporation 
of Pittsburgh, Pennsylvania ("U.S. 
Steel"). alleging a violation of section 
337 of the Tariff Act of 1930, as 
amended, 19 U.S.C. 1337. 81 FR 35381 
(June 2, 2016). The notice of 
investigation named numerous 
respondents, including Shougang Group 
and China Shougang International Trade 
& Engineering Corporation ("Shougang 
Trade") both of Beijing, China. fd. at 
35382. The Office of Unfair Import 
Investigations ("OUII") was also named 
as a party. Id. The alleged violation of 
suction 337 is based upon the 
Importation into the United States, or in 
the sale of certain carbon and alloy steel 
products by reason of: (1) a conspiracy 
to fix prices and control output and 
export volumes, the threat or effect of 
which is to restrain or monopolize trade 
and commerce in the United States; (21 
misappropriation and use of trade 
secrets, the threat or effect of which is 
to destroy or substantially injure an 
industry in the United States; or (3) false 
designation of origin or manufacturer, 
the threat or effect of which is to destroy 
or substantially injure an industry in the 
United States. Id. at 35381. 

On August 31, 2016. U.S. Steel filed 
a motion for leave to amend the 
Complaint and Notice of Investigation to 
correct the name of respondent 
"Shougang Group" to "Skagens 
Corporation." On September 12.2016. 
respondent Shougang Trade responded 
to the motion, identifying an apparent 
error in the proposed amended 
Complaint but stating that it does not 
oppose the motion. No other responses 
were received. 

On September 19, 2016, the ALI 
issued the subject ID, granting U.S. 
Steel's motion pursuant to Commission 
rule 210.14(b)(1) (19 CFR 210.14(b)(1)1• 
The. ID notes that on rune 30, 2016, 
following institution of the 
investigation. Shougang Trade filed a 
response to the Complaint, stating that 
"Shougang Group" is not a legal entity. 
Shougang Trade also asserted that it is 
a wholly owned subsidiary of Shougang 
Corporation. U.S. Steel noted in its 
motion that the address for Shougang 
Corporation is the same address that 
was identified in the Complaint for ' 

"Shougang Group." The Aq found 
there is good cause to amend the 
pleadings to correct the name of a 
misidentified respondent. The ALI also 
found that there is no prejudice in 
identifying Shougang Corporation at 
this stage of the investigation because 
Shougang Trade, its wholly owned 
subsidiary, was properly served the 
Complaint and Notice of Investigation 
and has entered an appearance. 

No petitions for review were filed and 
the Commission has determined not to 
review the subject ID. 

The authority for the Commission's 
determination is contained in section 
337 of the. Tariff Act of 1930, as 
amended (19 U.S.0 1337), and in part 

210).

0)of the Commission's Rules of 
Practice and Procedure (19 CFR part 

By order of the Commission. 
Issued: October 19.2316. 

Lisa R. Barton, 
Secretory to the Commission. 
(FR Oar. 201B-25711 Filed 10-24-1C1 t1;45 sin 

BILLING CODE 7020-02—P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

(Docket No. DEA-420P1 

Final Adjusted Aggregate Production 
Quotas for Schedule I and II Controlled 
Substances and Assessment of 
Annual Needs for the List I Chemicals 
Ephedrine, Pseudoephedrine, and 
Phenylpropanolamlne for 2016 

AGENCY: Drug Enforcement 
Administration (DEA) Department of 
Justice (DOD. 
ACTION: Final order. 

SUMMARY: This final order establishes 
the final adjusted 2010 aggregate 
production quotas for controlled 
substances in schedules I and II of the 
Controlled Substances Act (CSA) and 
the assessment of annual needs for the 
list I chemicals ephedrine, 
pseudoephedrino, and 
phenylpropanul amine. 
DATES: This order is effective October 
25, 10Th. 
FOR FURTHER INFORMATION CONTACT: 
Michael J. Lewis, Diversion Control 
Division, Drug Enforcement 
Administration, 8701 Morrissette Drive, 
Springfield, VA 22152, Telephone: (202) 
598-6812. 
SUPPLEMENTARY INFORMATION: 

Legal Authority. 
Section 306 of the Controlled 

Substances Act (CSA) (21 U.S.C. 826), 
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requires the Attorney General to 
establish aggregate production quotas 
for each basic class of controlled 
substances listed in schedules I and II 
and for the list I chemicals ephedrine. 
pseudoephedrine, and 
phenylpropanolamine. The Attorney 
General has delegated this function to 
the Administrator of the DEA pursuant 
to 26 CFR 0.100. 

Background 
The DEA published the 2016 

established aggregate production quotas 
for controlled substances in schedules I 
and TI and for the assessment of annual 
needs for the list I chemicals ephedrine. 
pseudoephedrine. and 
phenylpropanolamine in the Federal 
Register an October 6, 2015. 80 FR 
00400. This notice stated that the 
Administrator would adjust, es needed, 
the established aggregate production 
quotas in 2016 in accordance with 21 
CFR 1303.13 and .21 CFR 1315.13. The 
2016.proposed adjusted aggregate 
production quotas for controlled 
substances in schedules I and IT, and 
assessment of annual needs. for the list 
I chemicals ephedrine, 
pseudoephedrine, and• 
phenylpropanolamine were • 
subsequently published in the Federal 
Register on July 22, 2016, (81 FR 47820) 
in consideration of the outlined criteria. 
All Interested persons were invited to 
comment on or object to the proposed 
adjusted aggregate production quotas 
and assessment of annual needs on or 
before Auguse22. 2016. 

Comments Received 
Four DEA-registered entities 

submitted timely comments regarding a 
total of six scliddule I and IT controlled 
substances. COmMents received 
proposed that the aggregate production 
quotas for amphetamine (for sale), 
etorphine hydrochloride, methadone, 
methadone intermediate, nahilone. and 
phencyclidine were insufficient to 
provide for the estimated medical, ' -
scientific, research, and industrial needs 
of the United States, for export 
requirements, arid for the establishment 
and maintenance of reservestocics. The 
DEA-received one comment from a non-
DEA registered entity requesting the 
reduction of oxycodone (for sale) to pre-
2013 levels. The DEA received one 
comment from a DEA registrant 
regarding the proposed removal of the 

additional 25% of the estimated 
medical, scientific, and research needs 
of the United States for the calendar 
year 2017 published in the Federal 
Register on July 22, 2016 (81 FR 47821). 

The DEA received one comment from 
a DEA-registered entity and two 
comments from non-DEA registered 
entities for the proposed adjustments to 
the 2016 assessment of annual needs for 
ephedrine, pseurloophodrinc, and 
phenylpropanolamine. Comments 
received proposed that the annual 
assessment of needs for ephedrine (for 
sale) and pseudoephedrine (for sale) 
were, insufficient to provide for the 
estimated medical, scientific, research, 
and industrial needs of the United 
States, for export requirements, and for 
the establishment and maintenance of 
reserve stocks. 

Analysts far Final Adjusted 2018 
Aggregate Production Quotas and 
Assessment of Annual Needs 

In determining the final adjusted 2016 
aggregate production quotas and 
assessment of annual needs, the ➢EA 
has taken into consideration the abOve 
comments along with the factors set 
forth in 21 CFR 1303.13 and 21 CFR 
1315.13 in accordance with 21 
826(x). and other relevant factors 
including the 2015 year-end inventories, 
initial 2016 manufacturing and import 
quotas, 2016 export requirements, actual 
and projected 2016 sales, research and 
product development requirements, and 
additional applications received. Eased 
on all of the above, the Administrator 
has determined that the proposed 
adjusted 2016 aggregate production 
quotas and assessment of annual needs 
for amphetamine (for sale). etorphind 
hydrochloride, dextropropoxyphene, 
levorphanol, nabilone, noroxymorphone 
(for sale), phencyclidine. and 
secobarhital required additional 
consideration, and hereby further
adjusts the 20113 aggregate production 
quotas and assessment of annual needs 
for these substances. This final order 
reflects those adjustments. 

Begarding ephedrinc.(for sale). 
methadone, methadone intermediate, 
oxycodone (for sale), and 
pseudoephedrine (for sale) the 
AdminiStrator hereby determines that 
the proposed adjusted 2016 aggregate 
production quotas and assessment of 
annual needs for these substances and 
list I chemicals as published on July 22, 

2016, (51 FR 47620) are sufficient to 
meet the current 2016 estimated 
medical, scientific, research, and 
industrial needs of the United States 
and to provide for adequate reserve 
stock. This final order establishes these 
aggregate production quotas at the same 
amounts as proposed. 

As described in the previously 
published notice establishing the 2016 
aggregate production quotas and 
assessment of annual needs, the DEA 
has specifically considered that 
inventory allowances granted to 
individual manufacturers may not 
always result in the availability of 
sufficient quantities to maintain an 
adequate reserve stock pursuant to 21 
U.S.C. 826(a). as intended. 21 CFR 
1303.24. This would he concerning if a 
natural disaster or other unforeseen 
event resulted in substantial disruption 
to the amount of controlled substances 
available to provide for legitimate 
public need. As such, the DEA included 
in all final schedule II aggregate 
production quotas, and certain schedule 
I aggregate production quotas, an 
additional 25% of the estimated 
medical, scientific, and research needs 
as partof the amount necessary to 
ensure the establishment and 
maintenance of reserve stocks. The 
resulting final aggregate production 
quotas will reflect these included 
amounts. This action will not affect the 
ability of manufacturers to maintain 
inventory allowances as specified by 
regulation. The DEA expects that 
maintaining this reserve in -certain 
established aggregate production quotas 
will mitigate adverse public effects if an 
unforeseen event results.in the 
substantial disruption to the amount of 
confrolled substances available to 
provide for legitimate public need, as 
determined by the DEA. The DEA does 
not  utilizing the reserve in 
the absence of these circumstances. 

Pursuant to the above, the 
Administrator hereby finalizes the 2016 
aggregate production quotas for the 
following schedule I and II controlled 
substances and the 2016 assessment of 
annual needs for the list I chemicals 
ephedrine, pseudoephedrine, and 
phenylpropanalamihe, expressed in 
grams of anhydrous acid or base, as 
follows: 
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• Basic class 

L 

L 

Revised 2016 
quotas 

19) 

Temporarily Scheduled Substances 

beta-Hydroxylhiotentanyl  
Salmi rectally!  

30 
30

Schedule I 

[1-(5-fluoropenly1)-1H.Indazol-311]Maphthalen-1-y1)melhanone (THJ-2201)  
1-(1-Phonylcyclohexy4)pyrrolidine  
1-(5-Fluoropenly1)-3-(1-naphlhoyirdois (AM2201)  
1 (5-Fluoropenty1)-242-iodebenzoylandole (AM694)  
111-(2-Thienyllcyclohexylipperidine  
112-(4-Morpholinyl)eihyli-3-(1.naphthoyl)indole (JWH-200)  
1-Benxylp,perazlne  
1-Buly1-3-(1-naphlhoyl)Indole (JWH-073)  

-Cyclohexylethy1-3-(2-methoxyphenylacely1)indole (SR-18 and RCS-8)  
1-Hexy1-3-(1-naphlhoypindole (JWH-019) ' 
1-metbyl.4-phenyl4-proplonoxypipetidine  
1-Penly1-3-(1-naphthoyl)indole (JW11-0113 and AMOS)  
1-Ponly1-3-(2-chlorophanyaratyl)indole (JWH-203)  
1-Penly1-3-(2-methoxyphenylacely0indole (JWH-250)  
1 -Penly1-3-(4-chloro-1-naphthoylyndolo (JWH-398)  
1-Penly1-3-(4-melhyl-1-naphtheylyndolo (JWH-122)  
1-Penty1-31(4-methoxy)-hen2cyllindole (SR-19, RCS-4) 
1-Penty1-311-(4-rnelhoxynaphthayl)lindole (JWH-081)  
2-(2.5-Dimelhoxy.4-elhylph eny aethanaminc (20-s)  
2.(2,5-Dimelhoxy-4-methylPhenyl)ethanamlne (2C-13)  
2-(2,54/methoxy-4-nilro-phenyl)elhanamine (2C-N)  
2-(2.5-Dimethoxy-4-n-propylphenyl)elhanamlee (2C-19  
2-(2.5-Dimethoxyphonyl)ethenamine (20-H)  
2-(4-Bromo-2,5.dirnethoxypheny1)-N-(2-methoxyben2yllethanarnine (e5e-N8Cmse; 2C-B-NIROMe; 2551: Cimbi-36)  
2-(4-Chloro-2.5-dirnothoxyphenypelhanamine (2C-C)  
244-Chloro-2,5-dimethoxypheny1)-N-(2-methoxybonzyl)elhanamine (25C-NBOMe 2C-C-NBOMc; 25C; Cirrol-82)  
2-(4-ledo-2,5.dimethoxyphenyl)elhanamine (2C-1)  
2-(4-1Cao-2,5-dimethoxyphony1)-N-(2-methexybenzypethanamine (251-NBOMe; 2C-1-NBOMA 251: Cimbi-5)  
2.5-Dimclhoxy-4-ethylamphetamine (DOET)  
2.5-Dimelhoxy-4-n-propylthiephanalhylaMlne  
2.5-DImothoxyamphetamine  
2-14.(Ethyllhio)-2.5-dimelhowhenyllethanamine (2C-T-2)  
2-(4-(lsopropylthio)-2,5-dimelhoxyphenyliethanamine (20-T-4)  
3,4,5-Trimelhoxyamphetamine  
3.4-Methylenedioxyarnphetamlne (MCA)  
3.4-MethylenedioxymethamPhetamine (MOMA)  
3A-Methylenedioxy-N-ethylamPhelamine (MDEA)  
3,4-Methylenocaoxy44.meihylcathInone (melhylone)  
3,4-Methylenedloxypyrovalecone (MDPV)  
3-FMC; 3-Fluoro-N-mothylcathinono  
3-Methyltentanyl  
3-Methylthiotentanyl  
4-Bromo-2.5-danclhoxyarnehetamine (DOB)  
4-Bromo-2,5-dimelhoxyphenelhylamine (2-CB)  
4-FMC; Fleshed:one  
4-Methoxyamphclamine  
4-Methy1.25-dimelhoxyamphetamina (DOM)  
4-MelhylamIncrex  
4-MEC; 4-Methyl-N-clhylcathmene  
4-Methyl-N-methylcalhinons (mephedrone)  
4Metoysatyrroklinoproplophenone (4-MePPP)  
5-(1 ,I-Dimelhylhepty1)-24 (11:1,3S)-3-hydroxycyclohexyll-pheno I  
5-(1,1-Dimelhylocly1).2-1(11a.3S).3-hydroxycyclohexyli.phenol (cannabicydohexanol or CP-47,497 00-homolog)  

5-Fluoro-U11144. ALRII  
5.Metboxy4,4.ifrethyleneeexyampbelamine  
s.Metboxy4J,N-descprOpryptamine  
5-Methoxy-N.N-dimethyllryptamlne  
AB-PINACA  
Acelyl.alpha.methyllentama  
eceseiderdrocodeine  
A lyIrn had 1  
AH-7921  

15 
10 
45 
45 
15 
45 
25 
45 
45 
45 
2 

45 
45 
45 
45 
45 
45 
45 
30 
30 
30 
30 
30 
25 
30 
25 
30 
15 
25 
25 
25 
30 
30 
25 
55 
50 
40 
50 
35 
25 
2 
2 

25 
25 
25 

150 
25 
25 
25 
45 
25 
68 
53 
25 
25 
2 
2 
1 

30 
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Basic class 

Revised 2016 
quotas 

(g) 

Allylprodine  
alphatthyltryptamme  
alpha-MothylfentanYI  
alpha-Methylthlolentanyl  
alpha-Melhyltryptamine (AMT)  
alpha-Pyrrolidinobetlephenone (a-PEIP)  
alpha-Pyrrolielnopentiophenone (a-PVP) .  
Alphacelylmothadol  
Alphameprodine  
Alphamethadol  
Aminorex  
APINCA, AKB48  
Benzylmorphine  
botS-Hydroxy-3-methyl1entanyl  
beta-Hydroxyfentanyl  
Beteeetylmethedel  
Betameprodine  
Botancethadol .. 
Lietaprodine  

Butylone  
Cathinone  
Codeine methylbromido  
Codeine-M-oxide  
Desomorphine  
Dielhyllryplamine  
Oitenoxin  
Dihydrornarph ine  
Dimethyllniptamine  
Dipipanone  
Fenethylline  
gamma-Hydrorybutyrie acid  
Heroin  
Hydromorphinol  
Hydroxypethidine  
lbogalne  
Lysergic acid dictylamIde (LSD  
Maahuana  
Mescaline  
Methecualons  
Methcathinasc  
Methyldesorphine  
Methyldthydromorphine  
Morphine mothylbromide  
Morphine methylsullonate  
Morphine.M.oxide  
N.N.Dimethylernphetatnine  
N.(1-Amino-3,3-climethyl-1-mcobstan-2-y1)-1-Pentyl-1H-indazale-3-carboxamide (A0B-PINACA)  
N-(1-Amino-3-methyl-1-orobutan-211)-1-(4-floorobenzyl)-1H4ndazole-3.carboxamide (AS-FUSINACA)  
N-(1-Amine-3-methyl-1<ixobutan-210-1-(cycleheylmelhyl)-1H-indazole-3-cerboxamide (AB-CHMINACA)  

N-(1- I -4- Phenylacetamide (acetyl fenlanyl)  
SI-Ethyl-1-phenylcycloheicylamlne  
N-Ethylamphetamine  
1411ydroxy.3,4-melhylenedioxyamph &amine  
Maphyrone  
Noracymeihadol  
Norlevorphanol 
Notmethadone  
Nit:morphine  
Para-fluorolentanyl  
Parahexyl  
Pontedrone  
Pentyl one  
Phenomosphan  
Pholcodine  
Psilocybin  
Psilacyn  
Ouloolin-a-y1 1-(541uoropenty1)1H.indole-2-carhoxylate (5-fluoro-PS-22; 5F-PB-22)  
Oulnolin.811 1-penty1-1Hindole-3.caitoxylate (PB-22; OUPIC)  

2 

2 

3 

11,0 
2,000.0 

70,250.0 

658.00 
2 
1 
2 

350 
25 
50 
50 
15 

100 
5 

24 
24 
25 
2 

52 
2 

40 
5 
5 

25 
25 
2 
5 

30 
50 
25 
25 
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Basic class 

Revised 2016 
Quotas 

(0) 

Tetrahydrocannabinols  
Thiofentanyl  
Tllidme  
Trimependine  
UR-144  

511.250 
2 

25 
2 

25 

Schedule ll 

1-Phenylcyclohexylamine  
1-Piperidinccyclohexanecartonitele  
4-Anilino-N-phenethyl-4-piperidine (ANPP)  
Alfentanil  
Aiphaprodine  
Amobarbital  
Amphetamine (for conversion)  
Amphetamine (for sale)  

5 
5 

2,250.000 
17,760 

3 
25.125 

15,000,000 
50.000,000 

19 Cartentenil  
200,000 

Cocaine  
Codeine (for conversion)  
Codeine (ler sale)  

50.000,000 
63,900,000 

55 Dextropropoxyphene  
Dihydror.odene  
Dihydroatorphine  

226,375 
3 

18,750 
Diphenoxylate for conversion)  

1,337,500 
Diphenoxylate for sale)  ' 

125,000 Ecgonine  5 
Ethylmorphine  40 
Etcrehine hydrochloride  2,300,000 
Fentanyl  3 
Glutethimide  177.500 ( sas,
HydroCodone (for conversion)  
Rye rocodons (for sale)  66,000.000 

7,000,000 
Hydromorphone  5 
Isomethadone  4 
Levo-alphacetylmethadol (LAAM)  

33 
Levomethomhan  9,525 
Lamphere!  
Lisdexamfetamine  

23,750,000 
4,632,500 

Mepeddine  6 
meperldine Intermediate-A  11 
Meperidine Intermediate.B  6 
Meperidine Intermediate-C  19 
Metazoans  31,875,000 
Methadone (for sale)  34.375,000 
Methadone Intermediate  2.061.375 
Methamphetarnine  

(1,250,000 grams of leve-desoxyephedrine for use in a non-controlled, non-prescription product; 750,000 grams for methamphetamine mostly 

for conversion to a schedule III product; and 61,375 grams for mothamphelamine (for sale)) 

L 

Methylphenidate 
Morphine (for conversion)  
Morphine (for sale) .  
Nabilone  
Noroxymorpnone (la conversion)  
Noraxymorphone (for sale)  
Opium (powder)  
Opium (tincture)  
Oripavine  
Oxycodane (for conversion)  
Oxycodane for sale)  
Cxymerphone (far conversion)  
Oxymorphone (for sale)  
Pentobarbital  
PhenaneCine  
Phencyclidine  
Phenmetrazine  
Phenylacetone  
Flacemethorphan  
Racemorphan  

84,375,000 
91,250,000 
62,500,000 

18,875 
17,500,000 

675.000 
112,500 
375,000 

30,000,000 
5,000,000 

139,150,000 
26000,000 

6,250,000 
38,125 000 

6 
60 
3 

50 
5 
3 
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73426 . Federal Register /Vol. 81, No. 206 / Tuesday, October 25, 2015 / NOtices 

Basic class 
Revhacl 2016 

quotas 

(9) 

flemlentanil  
Secebarbital  
&denten!  
Tapernadol  
Thebaine  

3,750 
243,3e0 

6,255 
25 500,000 

125,000,000 

List I Chemicals 

Ephedrine (for conversion)  
Ephedrine (for sale)  
Phenylpropanolamine (for conversion)  
Phenylompanolamine (for sale)  
Pseudoephedrine (for conversion)  
Pseudoephaddne (for sale)  

50,000 
4,000000 

15,000,000 
8.500,000 

40 
200,000,000 

Aggregate production quotas for all 
other schedule I and II controlled 
substances included in 21 CFR 1308.11 
and 1308.12 remain at zero. 

Dated:October 19. 2016. 
Chuck Rosenberg. 
Acting Administrator. 
IFR Dec. 2016-256E6 Filed 10-24-1O 845 eml 
BILLING CODE 4415-09-P 

DEPARTMENT OF LABOR 

Office of the Secretary 

Agency Information Collection 
Activities; Submission for OMB 
Review; Comment Request; Program 
To Prevent Smoking In Hazardous 
Areas of Underground Coal Mines 

ACTION: Notice. 

SUMMARY: The Department of Labor 
(DOL) is submitting the Mine Safety and 
Health Administration (MSHA) 
sponsored information collection 
request (ICR) titled. "Program to Prevent 
Smoking in Hazardous Areas of 
Underground Coal Mines." to the Office 
of Management and Budget (OMB) fur 
review and approval for continued use, 
without change, in accordance with the 
Paperwork Reduction Act of 199E 
(PRA), Public comments on the ICR are 
invited. 
OATES: The OMB will consider all 
written comments that agency receives 
on or before November 25, 2016. 
ADDRESSES: A copy of this ICR with 
applicable supporting documentation; 
including a description of the likely 
respondents, proposed frequency of 
response, and estimated total burden 
may be obtained free of charge from the 
FlegInfo.gov Web site at http:// 
www.reginfo.govipublic/da 

PRAViewICR?refnbr=201605-1219-001 
(this link will only become active on the 
day following publication of this notice) 
or by contacting Michel Smyth by 
telephone at 202-693-4129, TTY 202-
693-8064, (these are not toll-free 
numbers) or by email at DOLPliA_ 
PUBLEGerlotgov. 

Submit comments about this request 
by mail or courier to the Office of 
Information and Regulatory Affairs. 
Attn: OMB Desk Officer for DOL—
MSHA, Office of Management and 
Budget, Room 10235, 72517th Street 
NW., Washington. DC 20503; by Fax: 
202-395-5006 (this is not a toll-free 
number); or by email: ORM 
submissioneomb.cap.gov. Commenters 
are encouraged. but not required. le 
send a courtesy copy of any comments 
by mail or courier to the U.S. 
Department of Labor—OASAM. Office 
of the Chief Information Officer, Attn: 
Departmental Information Compliance 
Management Program, Room N1301. 
200 Constitution Avenue NW., 
Washington, DC 20210; or by email: 
DOL_PliA_PUBLIMdolgov. 
FOR FURTHER INFORMATION CONTACT: 
Contact Michel Smyth by telephone at 
202-693-4129, TTY 202-693-8064. 
(these arc not toll-free numbers) or by 
email at DOL_PAA_PUBLIGIBdotgov. 
SUPPLEMENTARY INFORMATION: This ICR 
seeks to extend PRA authority for the 
Program to Prevent Smoking in 
Hazardous Areas of Underground Coal 
Mines information collection. 
Regulations 30 CFR 75.1702 prohibits a 
person from smoking or carrying 
smoking materials underground or in 
places where there is a fire or explosion 
hazard. Regulations 30 CFR 75.1702-1 
requires a mine operator to submit a 
smoking prevention plan to the MSHA 
for approval. Federal Mine Safety and 
Health Act of 1977 section 103(h) 

authorizes this information collection. 
See 30 U.S.C. 813(h). 

This information collection is subject 
to the PRA. A Federal agency generally 
cannot conduct or sponsor a collection 
of information, and the public is 
generally not required to respond to an 
information collection. unless it is 
approved by the OMB under the PRA 
and displays a currently valid OMB 
Control Number. In addition. 
notwithstanding ally other provisions of 
law, no person shall generally lm. ubject 
to penalty for failing to comply with a 
collection of information that does not 
display a valid Control Number. See 5 
CFR 1320.5(a) and 1320.6. The DOL 
obtains OMB approval for this 
information collection under Control 
Number 1219-0041. 

OMB authorization for an ICR cannot 
be for more than three (3) years without 
renewal, and the current approval for 
this collection is scheduled to expire on 
December 31, 2016. The DOL seeks to 
extend PRA authorization for this 
information collection for three (3) mare 
years, without any change to existing 
requirements. The DOL notes that 
existing information collection 
requirements submitted to the OMB 
receive a month-to-month extension 
while they undergo review. For 
additional substantive information 
about thisiCR, see the related notice 
published in the Federal Register on 
June 30, 2016 (B1 FR 42734). 

Interested parties am encouraged to 
send comments to the OMB. Office of 
Information and Regulatory Affairs at 
the address shown in the ADORESSES 
section within thirty (30) days of 
publication of this notice in the Federal 
Register. In order to help ensure 
appropriate consideration, comments 
should mention OMB Control Number 
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Initial Aggregate Production Quotas for 2009 

BASIC CLASS: 2009 initial Quota Worksheet 9050 

PQ Total: 27,335.906 kg FDA Est.: -4.20% 

Company: (b)(4) 

Request: 52.000 450.000 18,000.000 14,238.000 1,600.000 34,340.000 requested 

Current Year MQ: 100.000 450.000 20,000.000 17,264.000 1,193.000 
Prey. Year's Sales: 87.576 17,237.853 6,601.513 809.886 

Total Prey. Year's Sales: 24,742.466 24,742.466 24,742,466.. 24,742.466 24,742.466 

of Prey. Year's Sales: 0% 0% 70% 27% 3% 
Share of Next Year's PQs: 96.755 19,044.679 7,293.466 894.776 

Prey. Yr. Year-end Inv.: 182.016 9,979.766 2,060.394 408.521 
Proj. Exports Current Year: 865.800 
Company est. current year seta 100.000 23,841.739 7,100.000 1,500.000 
Proj. Exports Next Year: 1,110.000 
Company's Proj. Inv. Current Y 200.901 8,183.664 0.500 0.383 
DEA's Proj. Inv. Current Year: 100.000 532.016 5,272.227 12,224,394 101.521 

INITIAL MQs 
213 calculation 66.667 421.344 19,986.511 12,882.929 1,067.681 

Calc. Using Company's Inv.: (55.768) 21,493.355 10,939.699 1,341.781 

Cak. Using DEA's Inv.: (100.000) (386.883) 24,404.792 (1,284.195) 1,240.643 
Calc. w/ CFR 50% inventory (100.000) (431.576) 22,215.565 (1,847.660) 1,289.819 

Further Calculation: 100.000 443.000 25,118.000 5,855.000 921.000 

MQ: 100.000 443.000 25,000.000 5,855.000 921.000 

Total Initial MQs: 32,319.000 + others 3.101 = 32,322.101 

FURTHER CALCULATIONS 
Initial 

Update numbers below 

MQs 2008 39,014.131 

Final 2008 39,605.000 
initial APQ 39,605.000 

total request for codeine (for sale) = 34496.101 about same as APQ therefore no change 

FDA est: APQ last year • est = 37,941.590 
grant 2/3 
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Initial Aggregate Production Quotas for 2009 

RAS iC CLASS: 2009 Initial Quota Worksheets 9050 

Company: (b)(4) 
Request: 250 10500 Initial 39000 u u 
Current Year MO: 0 7500 43000 7600 10 
Prey. Yr. Year-end Inv.: 0 2,216.182 255.192 3,407.555 0 
Company's Prof. Inv. Current Yr.: 10 2.217.938 1.965.026 571.000 0 

Calculations amt needed substance MO yield amt. needed substance MQ yield amt. needed substance MO yield amt. needed substance MO yield amt. needec substance MCI yield 
(based on request MQ) 5649 hydrocodon. 4,802.0 05% 7,547.170 hydrocodor 4,000.0 53% 32.608.696 hydrocodone 30,000.000 92% hydrocodor - 81% 0 hydrocodone 0 60%.

- eihydroced - 79% 475.610 dihydrocodeit 390.000 82% 0 dihydrocodeir. 0 75% 

494.505 codeine (sr 450.000 01% 
total need 5649 8,041.675 33,064.305 0 

INITIAL MQs 
total x 50% Inventory - prey. YEI 8464.118 9,844.675 47,661.432 (571.000) 0.000 
MO: 1100.000 6,000 000 41,000.000 7,900.000 10 
Total Initial Masi 56010 + others = 56,010.000 

FURTHER CALCULATIONS 
MQs 2008 0,510.000 
MOs 2009 56,259.000 

FDA est for rtydrocod one = 8.40% Final 2008 65,000.000 
Applied to APO for codeine (for converslont 70460 Initial APO 65.000.000 

(b)(4) pilot 4@25. plant 5@200 

Calculations ann. needed substance MQ yield amt. needed substance MQ yield amt. needed substance MQ yield amt. needed substance MO yield amt. needet substance MQ yield 
(based on initial MO) 1176 hydr0e0dOn. 1.000.0 85% 4,422.642 hydrocodor 2,344.0 53% 24,796.739 hydrocodone 22,813.000 92% 5,555S56 hydrocodor 4,500.00 81% 0 hydr000dorie 0 65% 

dihydrocort. - 79% 731.707 clihydroltodeii 600.000 82% 7 dihydoacodein 5 75% 
494.505 codeine 1st 450.000 91% ..._

total need 1,176.471 4.917.147 25,529.446 5.555.556 6.667 

total x 50% inventory • pray. YEI 1,754.706 5,157.883 36,327.644 7,762.333 10.000 
2/3 c a Iclinitial assessment 126.670 6,202.230 24,536.253 16,076,867 28.000 
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Initial Aggregate Production Quotas for 2009 

BASIC CLASS: 2009 Initial Quota Worksheets 9273 
PQ Total: 76,590.374 kg FDA Est.: -1.60% 

Company: (b)(4) 

Request: 0.001 0,002 38,000.000 53,000.000 Initial 

Current Year MQ: 0.001 0.002 30.000 41,722.000 48,238.000 
Prey. Year's Sales: - - 43,435.547 35,577.677 
-Total Prey. Year's Sales: 79,193.581 79,193.581 79,193.581 79,193.581 79,193.581 
% of Prey. Year's Sales: 0% 0% 0% 55% 45% 
Share of Next Year's PQs: - 42,007.758 34,408.188 
Prey. Yr. Year-end Inv.: 0.014 12,481.620 26,034.539 
Proj. Exports Current Year: - 414.000 1,260.000 
Proj. Exports Next Year: - 414.000 -
company est. sales current year 0.001 58,770.540 62,115.000 
Company's Proj. Inv. Current Yr.: 0.001 15,058.952 23,000.000 
DEA's Proj. Inv. Current Year: 0.016 30.000 (4,980.920) 10,897.539 

INITIAL MQs 
213 calculation 0.001 0.011 20.000 36,135.747 49,515.026 
Cale. Using Company's Inv.: (0.001) 48,366.685 28,612.281 
Calc. Using MA's Inv.: - (0.016) (30.000) 68,406.557 40,714.742 
Calc. wl CFR 50% inventory 0.000 (0.020) (30.000) 69,166:348 41,447.811 
Further Calculation: 0.001 0.002 30.000 55,121.359 61,000.000 

MQ: 0.001 0.002 30.000 55,121.359 61,000.000 
Total Initial MQs: 116,151.362 + others = 116,151.362 

FURTHER CALCULATIONS Initial 

Update numbers below 
(b)(4) 10 @ 0.2, 4 @7 kg (PD) 

grant 2/3 and see how market fares between (b)(4) 

FDA est: APO last year est = '104304 
91,000.01 total request 

MQs 2008 
MQ 2009 request 

Final 2008 
Initial APQ 

89,990.003 
91,000.005 

106,000.000 
106.000.000 
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BASIC CLASS: 
PQ Total: 

Initial Aggregate Production Quotas for 2009 

2009 Initial Quota Worksheets 
1,738.358 kg FDA Est.: 3.80% 

Company: 
(b)(4) 

Request: 516.000 85.000 50.000 925.000 840.000 Initial 

'Current Year MQ: 55.000 70.000 10.000 500.000 775.000 
Prey. Year's Sales: 31.657 55.116 0.088 351.920 612.775 
Total• Prev. Year's Sales: 1,098.926 1,098.926 1,098.926 1,098.926 1,098.926 
% of Prey. Year's Sales: 3% 5% 0% 32% 56% 
Share of Next Year's POs: 50.077 87.186 0.139 556.692 969.330 
Prev. Yr. Year-end Inv.: 53.524 17.496 478.791 155.454 
Proj. Exports Current Year: 24.178 80.488 
estimated sales current year: 31.000 26.178 1.596 533.800 619.148 
Proj. Exports Next Year: 65.000 104.480 

Company's Proj. Inv. Current Yr.: 6,500 7.101 287.598 163.519 • 464.718 

DEA's Proj. Inv. Current Year: 77.524 37.140 8.404 444.991 230.818 

INITIAL MQs 
213 calculation 72.349 58231 6.667 652.527 620.303 1,410.177 
Calc. Using Company's Inv.: 65.100 171.842 (6.920) 436.101 1,201.090 
Cato. Using DEA's Inv.: (12.424) 141.202 (8.223) 278.708 1,133.791 
calc. vi/ CFR 50% inventory (20.558) 80.058 (7.831). 264.626 1,116.890 
Further Calculation: 63.000 70.000 10.000 500.000 800.000 
MQ: 63.000 70.000 10.000 500.000 800.000 
Total Initial MQs: 1,443.000 + others 0.003 = 1,443.003 

FURTHER CALCULATIONS Initial 

Update numbers below 
2008 PQ = 1,738.358. MQs 2008 1,410.003 

MQ PQ x 1.3 - YEI 1,795.147 MQs 2009 2,419.003 
Final 2008 1,428.000 
Initial APQ 1,428.000 

Keep APQ same 

FDA est: APQ fast year est = 1482.264 
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Initial Aggregate Production Quotas for 2009 

BASIC CLASS: 2009 Initial Quota Worksheets 9193 
PQ Total: 69,528.349 kg FDA Est: 8.40% 

Company: (b)(4) 

Request: 4,802.000 4,000.000 30,000.000 40,500.000 2,000.000 10,000.000 
Current Year MQ: 1,000.000 3,939.000 31,043.000 3,100.000 15,400.000 
Prey. Years Sales: 489.446 22,994.043 14,680.601 5,362.212 41.103 
Total Prey. Year's Sales: 43,567.406 43,567.406 43,567.406 43,567.406 43,567.406 43.567.406 43,567.406 43,567.406 43,567.406 
% of Prey. Year's Sales: 0% 0% 1% 53% 34% 12% 0% 0% 0% 
Share of Next Year's PQs: 781.097 36,695.732 23,428,477 8,557.447 65.595 
Prey. Yr. Year-end Inv.: 33.414 1,327.736 9,611.341 4,223.634 3,749.927 1,291.100 2,747.977 
Proj. Exports Current Year: 7.930 
estimated sales current year: 55.000 600.324 26,684.083 16,942.000 7,320.000 2,531.500 
Proj. Exports Next Year: 6.100 
Company's Proj. Inv. Current Yr-: 6.000 1,014.790 7,381.932 4,715.000 1,650.000 1,990.000 900.000 
DEA's Proj. Inv. Current Year: 33.414 945.000 4,666.412 13,962.328 (9,618.366) 11,829.927 1,291.100 216.477 

INITIAL MQs 
213 calculation 22.276 666.667 3,511.157 27,102.894 4,882.423 12,766.618 860.733 1,831.985 
Cale. Using Company's Inv.: (6.000) 0.636 40,328.619 25,742.020 9,474.680 (1,990.000) (814.726) 
Calc. Using DEA's Inv.: (33.414) (945.000) (3,650.986) 33,748.223 40,075.386 (705.247) (1,291.100) (131.203) 
Calc. using CFR 50% Inventory (41.768) (931.250) (3,871.894) 36,177.505 42,083.553 (240.601) (1,613.875) (188.602) 
Further Calculation: 1,000.000 2,344.000 31,000.000 6,000.000 16,000,000 2,405.000 
MQ: 1,000.000 2,344.000 31,000.000 6,000.000 16,000,000 2,405.000 
Total Initial MQs: 58,749.000 + others 0.021 = 58,749.021 

FURTHER CALCULATIONS 

Update numbers below 
(b)(4) 5 @ 200 DMF MQs 2008 54,482.021 

MQs 2009 91,382.021 
Final 2008 55,500.000 
Initial APQ 55,000.000 

FDA est: APQ " est = 60162 
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Initial Aggregate Production Quotas for 2009 

BASIC CLASS: 2009 Initial Quota Worksheets 
PQ Total: 5221.519 (less packaging/transfer quotas) FDA Est.: 10.70% 

(b)(4) 
Company: 
Request: - - 156.000 330.000 300.000 1,420.000 1,500.000 
Current Year MQ: 108.000 156.000 90.000 252.000 1,410.000 1,068.000 
Prey. Year's Sales: 236.240 205.046 932.517 744.721 

Total Prey. Year's Sales: 2,119.652 2,119.652 2,119.652 2,119.652 2,119.652 2,119.652 2,119.652 2,119.652 
of Prey. Year's Sales: 11% 0% 0% 0% 10% 44% 35% 0% 

Share of Next Year's PQs: 581.950 - - - 505.107 2,297.148 1,834.535 
Prey. Yr. Year-end Inv.: 123.230 - 10.334 62.122 436.890 305.138 
Proj. Exports Current Year: 38.500- - - 8.900 -
company's est. current year sales 358.500 - 25.000 - 210.000 1,129.655 1,189.000 
Proj. Exports Next Year: - - 

Company's Proj. inv. Current Yr.: 6.000 6.000 - 74.409 467.946 207.000 12.900 
DEA's Proj. Inv. Current Year: (165.770) - 131.000 100.334 104.122 708.335 184.138 

INITIAL MQs 
213 calculation 154.153 104.000 .66.889 209.415 1,231.260  915.425 

Calc. Using Company's Inv.: 866.925 . (6.000) 683.252 2,977.777 2,544.802 (12.900) 
Caro. Using DEA's Inv.: 1,038.695 - (131.000) (100.334) 653.539 2,737.388 2,567.664 
Cale. using CFR 50% inventory 600.400 - 39,000 9.583 616.732 2,677.823 2,178.746 
Further Calculation: 108.000 156.000 234.000 1,300.000 688.000 
MQ: 108.000 - 156.000 234.000 1,300.000 688.000 
Total Initial MQs: 2,486.000 + others 0.021 = 2,486.021 

FURTHER CALCULATIONS 
Update numbers below 

4 pilot @ 37,5 kg MQs 2008 3,337.021 (b)(4) validation of process 20 lab @0.3, 
MQs 2009 4,202.278 

Final 2008 3,340.000 
(b)(4) supplies (b)(4) Initial APQ 3,300.000 
(b)(4) sells to (b)(4) 

FDA est: APQ est = 3697.380 

Total request is 3,459.021 vs. 3,300 kg APQ = 95% - keep same 
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initial Aggregate Production Quotas for 2009 

BASIC CLASS: 
PQ Total: 

Company: 
Request: 
Current Year MQ: 
Prev. Year's Sales: 
Total Prey. Year's Sales: 
% of Prey. Year's Sales: 
Share of Next Year's PQs: 
Prey. Yr. Year-end Inv.: 
Proj. Exports Current Year: 
Company est. sales current yr. 
Proj. Exports Next Year: 
Company's Proj. Inv. Current Yr.: 
❑EA's Proj. Inv, Current Year: • 

2009 Initial Quota Worksheet 
4,079.698 kg 

(b)(4) 

0.001 3,908.000 
0.001 3,908.000 

2,771.600 
4;251.234 4,251.234 

• 0% 65% 
2,659.767 

0.001 941.555 
- 

0.001 3,800.213 
- 

0.001 1,017.000 
0.001 1,049.342 

INITIAL MQs 
2/3 calculation 0.001 3,233.037 
Calc. Using Company's Inv.: (0.001) 2,972.650 
Cafe. Using DEA's Inv.: (0.001) 2,940.308 
calc. using CFR 50% inventory (0.001) 3,124.765 
Further Calculation: 0.001 3,733.000 
MQ: 0.001 3,733.000 
Total Initial MQs: 6,540.003 + others 

FURTHER CALCULATIONS 

U date numbers below 
plant runs 4 @.11 kg; 10 lab @0.2kg 

FSA est: APO fast year • est = 8256 

total request is less than current APQ - keep same 

9230 
FDA Est.: -4.00% 

Initial 0.002 46.000 2,400.000 
0.002 46.000 261.000 1,600.000

- 1,479.634 
4.251.234 4,251.234 4,251.234 4,251,234 

0% 0% 0% 35% 
- - - 1,419.931 

0.002 - 1,503.983' 
- - - 74.255 

0.001 2,157.603 
- - 43.500 

0.001 - - 999.000 

0.003 46.000 261.000 872.125 

0.003 30.667 174.000• 2,069.322 
(0.001) - - 1,174.397 
(0.003) (46.000) (261.000) 1,301.272 
(0.002) 11.500  65.250 294.935 
0.002 46.000 261.000 2,500.000 
0.002 46.000 261.000 2,500.000 

= 6,540.003 

Initial 

MQs 2007 5,815.003 
MQs 2008 6,354.003 

Final 2008 8,600.000 

Initial APQ 8,600.000 
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BASIC CLASS: 

Initial Aggregate Production Quotas for 2009 

2009 Initial Quota Worksheets 9250 
PQ Total: 17,188.354 kg FDA Est.: 14.80% 

(b)(4) 
Company: 
Request: 3,196.000 0.004 12,000.000 2,900.000 Initial 
Current Year MQ: 3,096.000 0.004 267.000 14,000.000 2,233.000 
Prey. Year's Sales: 2,705.077 • 0 11,236.060 2,237.001 
Total Prey. Year's Sales: 16,178,138 16,178.138 16,178.138 16,178.138 16,178.138 
% of Prey. Year's Sales: 17% 0% 0% 69% 14% 
Share of Next Year's P Qs: 2,873.991 - - 11,937.676 2,376.687 

Prey. Yr. Year-end Inv.: 1,651.419 0.004 2,794.036 732.888 
Proj. Exports Current Year: - - 1,442.306 
company est. sales current year 2,931.660 0.002 - 12,904.963 1,713.000 
Proj. Exports Next Year: - - 1,780.000 

Company's Proj. Inv. Current Yr-: 1,829.451 0.004 2,500.000 826.940 

DEA's Proj. inv. Current Year: 1,815.759 0.006 267.000 2,446.767 1,252.888 

INITIAL MQs 
213 calculation 3,164.946 0.005 178.000 11,196.024 1,977.259 
Calc. Using Company's Inv.: 1,906.737 (0.004) - 14,798.979 2,262.753 

Calc. Using DEA's Inv.: 1,920.429 (0.006) (267.000) 14,852.212 1,836.805 
calc, using CFR 50% inventory 2,096.790 (0.007) (267.000) 15,363,637 1,962.998 
Further Calculation: 3,242.000 0.004 267.000 15,897.000 958.000 

MQ: 3,242.000 0.004 267.000 15,897.000 968.000 
Total Initial MQs: 20,364.004 + others = 20,364.004 

FURTHER CALCULATIONS 
Initial 

Update numbers below 

MQs 2008 19,596.004 
MQs 2009 18,761.006 

Final 2007 25,000.000 
Initial APQ 25,000.000 

FDA est: APO last year • est = 28700 
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Initial Aggregate Production Quotas for 2009 

BASIC CLASS: 

Company: 
Request: 
Current Year MQ: 
Prey. Yr. Year-end Inv.: 
Company's Proj. Inv. Current Yr.: 

Calculations 

total need 

INITIAL MQs 
total x SO°A, inventory - prey. YEI 
MQ: 
Total Initial MOs: 

FURTHER CALCULATIONS 

Update numbers below 
procures fro 

2009 Initial Quota Worksheets 
3000 

(b)(4) 

3,000.000 12,800.000 4,100.000 
1,500.000 350.000 16,000.000 3,000.000 
1,914.350 4,339.129 1,055.210 

5,000.000 1,100:000 

amt. needed substance MO yield amt. needed substance MQ yielc amt. needed substance MO yield amt. needed substance MO yield 

4,045.570 methadone 3,196.000 79% - methadone - 50% 12,371.134 methadone 12.000.000 97% 3,152.174 methadone 2,900.000 92% 

4,045.570 12,371.134 3,152.174 

6,968.354 13,556.701 3,628.261 
1,500 000 350.000 16,000.000 2,846.000 

20,696.000 + others 0.004 = 20,696.004 

MQs 2008 20,850.004 
MQs 2009 24,150.004 
Final 2008 26,000.000 
Initial APQ 26,000.000 

last year methadone APQ = 25000 
last year methadone intermediate APQ = 26000 
ratio 1.04 

applied to recommended methadone APQ 
26,270.400 

1.04% 
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Initial Aggregate Production Quotas for 2009 

BASIC CLASS: 
PQ Total: 

Company: 
Request: 
Current Year MQ: 
Prey. Year's Sales: 
Total Prey. Year's Sales: 
% of Prey. Year's Sales: 
Share of Next Year's PQs: 
Prey. Yr. Year-end Inv.: 
Proj. Exports Current Year: 
Proj. Exports Next Year: 
Company's est. sales current yr 
Company's Proj. Inv. Current Yr.: 

DEA's Proj. Inv. Current Year: 

INITIAL MQs 
213 calculation 
Calc. Using Company's Inv.: 
Calc. Using DEA's Inv.: 
Calc. using CFR 50% inventory 
Further Calculation: 
MQ: 
Total Initial MQs: 

2009 initial Quota Worksheets 
44,584.226 kg FDA Est.: 6.50% 

(b)(4) 

540.000 800.000 22,000.000 16,500.000 Initial 

32.000 800.000 22,000.000 12,443.000 300.000 

193.046 19,456.565 7,910.651 2.500 

27,639.507 27,639.507 27,639.507 27,639.507 27,639.507 

0% 1% 70% 29% 0% 

311.395 31,384.637 12,760.367 4.033 

891.144 6,970.804 9.000 

428.025 

375.000 

165.000 21,966.565 8,900.000 400.000 

866.763 7,484.324 5,920.000 102.500 

32.000 1,526.144 6,576.214 3,552.000 (100.000) 

21.333 1,127.429 19,313.869 8,301.333 200.000 

(399.670) 39,967.631 13,220.550 (96.451) 

(32.000) (1,059.051) 40,875.741 15,588.550 106.049 

(40.000) (1,470.175) 35,874.670 13,488.121 130.666 
32.000 780.000 24,000.000 8,873.000 240.000 

32.000 780.000 24,000.000 ,_.8,873.000 240.000 

33,925.000 + others 1.101 = 33,926.101 

FURTHER CALCULATIONS Initial 

U • date numbers below 
batch 32 kg 

FDA est: APQ last year * est= 38659.5 

MQs 2008 35,577.301 
MQs 2009 40,086.110 

Final 2008 36,300.000 
Initial APQ 35,000.000 
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BASIC CLASS: 

Company: 

2009 Initial Quota Worksheets 

Initial Aggregate Production Quotas for 2009 

(b)(4) 

Request: 150 12500 Initial 50000 17300 2475 

Current Year MO: 0 11000 63000 20949 3000 

Prey. Yr. Year-end Inv,: 0 1,587.819 17,337.216 3.190.732 40401 

Company's Prof. Inv. Current Yr.: 0 1,318,419 8,858A93 8,800.000 264.69 

Calculations amt. needed substance MO yield amt. needed substance MO yield ant needed substance MO yield amt. needed substance MO yield sell to ether companies 

(based on request) 65 codeine 52.000 80% 20,454.545 oodeinc 18,000.000 88% 16,363.636 codeine 14,400.000 88% 

313 codeine for 2513.000 60% 10,500.000 codeine for 10,500.000 100% 46,428.571 codein for co 39,000.000 84% - codeine For • 88% 

681.818 hydromorpl 300,000 44% 2.629.630 hydromorphc 1,420000 54% 
952,381 morphine s 800.000 84% 2947.368 dinydromorpi 2,800.000 95% 

10,000 roroxyrnorPh 3.500 35% 

23.714.266 noroxy (or oo 8,300.000 35% 
nalbuphipe 26% 

total need 377.500 12,134.199 96,184.401 16.363,636 

INITIAL MQs 
total x 50% inventory - prey. YEI 566.250 16.882.580 135,420.108 15,745.455 

MC: 163.500 11.000.000 63,000.000 16,560.600 3,000.000 

Total initial 1144s: 95,663.500 + others = 95,663.500 

FURTHER CALCULATIONS MOs 2008 98,112.500 

MOs 2009 Initial 02,669.000 
Final 2006 100,000.000 
Initial APO 100,000.003 

Company: 
(b)(4) 

Calculations 
(based on granted) 

amt needed 
65 

substance 
codeine 

MO 
52.000 

yield 
80% 

srni needed 
450.000 

substance, 
codeine 

MQ 
450.000 

yield 
100% 

amt. needed 
20;454.545 

substance 
codeine 

MO 
18,900.000 

yield amt..needed 
88% 11,363.636 

substance 
codeine 

MU 
10,000.000 

role 
88% 

0 codeine for 80% 13,663.636 codeine for 6,012.000 4496 38,757.143 codeing fore 32,556,000 84% - codeine for - 88% 
357,143 hydromorpl 300.000 84% 2,842.105 dihydromorpl 2,700.000 95% 

10.000 noroxymorph 3.500 35% 
25,714.286 noroxy for co 9,030.000 35% 

-. nalbuphino 28% 

2,174.074 hydrornorphc 1,174.000 54% 

total need 65.000 14,470779 89,952,153 11,363.636 

total x 50% inventory • prey. YEI 97.500 20,387.750 126,071.737 8245.455 

MO: 
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Initial Aggregate Production Quotas for 2009 

BASIC CLASS: 
PQ Total: 

Company: 

2009 Initial Quota Worksheets 

101,096.615 kg FDA Est.: 10.80% 

(b)(4) 

Request: 3,934.000 - 1,800.000 28,000.000 22,400.000 31,525.000 560.000 
Current Year MQ: 750.000 - 900.000 29,011.000 23,463.000 38,173.000 700.000 

Prey. Years Sales: 303.287 22,780.491 14,818.000 21.400 23,429.268 29.049 
Total Prey. Years Sales: 68,417.740 68,417.740 88,417.740 68,417.740 68,417.740 68,417.740 68,417.740 68,417.740 

% of Prey. Year's Sales: 0% ,.... 0% 0% 33% 22% 0% 34% 0% 
Share of Next Year's PQs: - - 448.148 33,661.307 21,895.632 31.621 34,619.964 42.924 
Prey. Yr. Year-end Inv.: - - 817.110 8,234.335 7,702.191 1,727.223 292.196 
Proj. Exports Current Year: 
estimated sales current year: 

- 
92.500 

- 
350.000 

13.050 
22,106.380 

, 

21,859.000 

50.000 
25,180.000 59.900 

Proj. Exports Next Year: - - 17.400 - 5,000.000 
Company's Proj. Inv. Current Yr.: 7.600 784.330 7,427.975 7,843.360 21.400 6,000.000 647.961 

DEA's Proj. Inv. Current Year: 657.500 1,367.110 15,125.905 9,315.191 14,670:223 932.296 

INITIAL MQs 
213 calculation 500.000 1,144.740 24,830.223 20,776.794 - 26,600.149 661.464 
Calc. Using Company's Inv.: (7.600) (201.737) 36,349.124 20,620.961 19.708 44,005.953 (592.160) 

Cale. Using DEA's Inv.: (657.500) - (784.517) 28,651.194 19,149.130 41.108 35,335.730 (876.495) 
ca lc. using CFR 50% inventory (821.875) (1,072.880) 28,864.375 19,430.051 44.877 30,794.493 (1,104.453) 
Further Calculation: 750.000 883.000 24,000.000 27,700.000 21,109.000 450.000 
MQ: 750.000 - 883.000 24,000.000 27,700.000 21,109.000 450.000 

Total Initial MOs: 74,892.000 + others 3.061 = 74,895.061 

FURTHER CALCULATIONS Initial 

U date numbers below 
(b)(4) pliot 5@30; plant 3@200 kg 

FDA est: APO last year *est= 104152 

MQs 2008 92,999.061 
MQs 2009 88,322.063 
Final 2008 94,000.000 
Initial APQ 94,000.000 

74,513.370 
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BASIC CLASS: 

Initial Aggregate Production Quotas for 2009 

2009 Initial Quota Worksheet 9652 
PQ Total: 1,906.780 kg FDA Est.: -15.4% 

(b)(4) 
Company: 
Request: 0.001 0.060 75.000 376.000 2,000.000 3.000 
Current Year MQ: 0.001 0.060 98.000 139.000 1,830.000 2.000 500.000 
Prey, Year's Sales: 0.003 93.940 946.973 
Total Prey. Year's Sates: 1,202.003 1,202.003 1,202.003 1,202.003 1,202.003 1,202.003 1,202.003 
% of Prev. Year's Sales: 0% 0% 0% 8% 79% 0% 0% 
Share of Next Year's PQs: 0.005 149.020 1,502.217 
Prev. Yr. Year-end Inv.: 0.206 25.731 216.224 2.113 
Proj. Exports Current Year: 0.083 
estimated current year sales: 0.001 0.004 100.000 1,236.667 1.300 
Proj. Exports Next Year: 0.083 

Company's Proj. Inv. Current Yr.: 0.001 0.202 11.437 447.853 0,300 

DEA's Proj. Inv. Current Year: • 0.262 98.000 64.731 809.474 2.813 500.000 

INITIAL MQs 
213 calculation 0.001 0.177 65.333 109.821 1,364.149 2.742 333.333 
Calc. Using Company's Inv.: (0.001) (0.195) 212.094 1,805.555 (0.300) 
Cale. Using DEA's Inv.: (0.255) (98.000) 158.800 1,443.934 (2.813) -(500.000) 
Cale. using CFR 50% inventory (0.321) (122.500) 128.847 1,102.672 (3.516) (625.000) 

Further Calculation: 0.001 0.060 98.000 300.000 1,560.000 2.000 500.000 

MQ: 0.001 0.060 98.000 300.000 1,560.000 2.000 500.000 

Total. Initial MQs: 2,362.000 + others = 2,362.000 

FURTHER CALCULATIONS Initial 

U date numbers below 
ab runs 20(g0.25; pliot 2 @31 

eomonstration and validation batches 4@ 125 = 500 

PQ 1.5 - YEI = 

FDA est: APQ last year • est = 

1,384.89 

2174.22 

MQs 2008 
MQs 2009 

Final 2008 
Initial APQ 

2,569.061 
3,014.063 

2,570.000 
2,570.000 

Initial 
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Initial Aggregate Production Quotas for 2009 

RASiC CLASS: 2005 lnOial Ouota Worksheets 9333 

(b)(4) 
Company: 
Request: 15,208.000 30.000 Initial 43,000.000 14000,000 19.753,000 3.000 
Current Year MG: 3,500.000 10,000 50,305.000 21000.0013 7.000000 

Prey. Yr. Year-end MY.: 103.650 " 48,080 8,492.033 7.832.800 3,438.900 1,187.530 

Company's Pro). btu. Curren1 Yr,: 320.864 46,060 6,4136,126 4.100.000 3,096.665 365.60? 

CaImitations amt. needed substance MO yield amt. needed substance MO yield amt. needed subslance MO yield amt. needed substance MO Yield amt. needed substance MO yield amt. needed substance MO 
(based an request) 35/2 oxyCOdone 9,9340 6706 2.556.018 oxycodorx 1,0000 70% as.cea.000 oxycodono 28.1300.0 80% 20,000.000 oxyoodone 22,400.0 80% 0 oxycodone 1714 nydromorphone 1,500.0 

313 codeine (or 250.0 60% 
total need 6061 142 

iNnlAt_ mos 
total x 60% inventory -prev. YEi 8,945.329 

2.556.818 

3,707.147 

36.0013000 

44,003.680 

28,003.003 

37.900.000 13096.665) 

1.714208 

2,204.622 

MO: 3.411.000 6.814.000 35.000.000 25000.000 20,000.000 
Total Initial MOs: 90.225.00D • others 0.030 93.225.030 (supplies (b)(4) 

FURTHER CALCULATIONS 

Update numben below 
MOs 2008 100,915032 
1.1Qs 2009 117,901.030 

Final 2000 126,000.000 
3;:ssyle FDA est of Oxyt0linbaine: 139606 Initial APO India! 128,000.000 

OXY;Mne APO 08000 
927,516.232 usi b)(4) jecvan aporo.immon of tneosine needed o APQM.89 

keep same (04900 one net changed) 

ea% 
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Initial Aggregate Production Quotas for 2009 

Opiates 

Company (requests) 
morphine for sale 
morphine for conversion 
total morphine 

PQ opium for morphine 
PG CPS (AMA) for morphine 
total morphine PQ 

difference 

thebaine 

PQ CPS (ATA) for thebaine 

difference 

Company (grant) 
morphine for sale 
morphine for conversion 
total morphine 

PQ opium for morphine 
PQ CPS (AMA) for morphine (need) 
Grant 

thebaine (grant) 
PQ CPS (ATA) for thebaine (need) 

2009 Initial Quota Worksheets 

(b)(4) 

540,000 800.000 22,000.000 16,500.000 
150.000 12,500.000 50,000.000 17,300.000 2,475.000 
690.000 13,300.000 72,000.000 33,800.000 2,475.000 

1,050.000 
612.000 9,500.000 43,000.000 37,625.000 3,300.000 
612.000 9,500.000 44,050.000 37,625.000 3,300.000 

78.000 3,800.000 27,950.000 (3,825.000) (825.000) 

15,208.000 30.000 43,000.000 14,600.000 19,750.000 

15,462.000 5,000.000 40,000.000 108,000.000 18,000.000 

(254.000) (4,970.000) 3,000.000 (93,400.000) 1,750.000 

(b)(4) 

32.000 600.000 19,000.000 11,000,000 
9,100.000 50,000.000 15,100.000 2,475.000 

32.000 9,700.000 69,000.000 26,100,000 2,475.000 

- 1,050.000 
32.000 9,700.000 67,950.000 26,100.000 2,475.000 

30.000 43,000.000 14,600.000 4,100.000 
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2010 Proposed Initial Aggregate Production Quotas 

• Section 306(a) of the Controlled Substances Act (CSA) requires the Attorney General to establish limits 
on the production of schedules I and II controlled substances. This responsibility has since been 
delegated to the Administrator of the Drug Enforcement Administration (DEA). 

• The attached Federal Register notice, prepared for your signature, proposes initial year 2010 aggregate 
production quotas (APQ) for schedules I and 11 controlled substances for which the United States has 
medical, scientific, industrial, export and reserve stock requirements. Also attached is a list of the 2007, 
2008 and 2009 APQs for these substances for comparison. 

• The initial 2010 APQ values are recommended at the corresponding 2009 aggregate levels. The 
following points provide brief explanations of the proposed APQs for selected substances: 

Schedule I substances 
• The small quantities listed for schedule I substances are manufactured mainly for use in analytical 

reference standards. 

• Gamma hydroxybutyric acid (GHB) is used to manufacture Xyrem, a schedule III product used to treat 
narcolepsy. Xyrem is marketed by (b)(4) 

• Marihuana plant material is being grown by the National Center for the Development of Natural 
Products, associated with the University of Mississippi, for purposes of extracting tetrahydrocannabinol 
(THC). 

• Tetrahydrocannabinols (THC) is used to make the schedule III product Marini:A and is also being used for 
the development of new products. The AP • for THC represents individual manufacturing quotas for 
synthetic THC, however one registrant, b)(4) is utilizing naturally derived THC (obtained from 
marihuana cultivated at the University of Mississippi) for their product development of generic Marinol. 

Schedule II substances 
• Morphine (for conversion) is used to manufacture codeine, dihydromorphine, hydromorphone and 

noroxymorphone. 

• Noroxymorphone (for conversion) is used to manufacture various "nal" (narcotic antagonist) drugs, 
specifically naloxone and naltrexone. 

• Oxymorphone (for conversion) is used to manufacture noroxymorphone (for conversion). 

• Tapentadol is in the process of becoming a schedule II controlled,substance. On February 17, 2009, a 
Federal Register (74 FR 7386) was published proposing to place tapentadol in schedule II of the CSA. 

Attachment 
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Billing Code 4410-09-M 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-31811 

Controlled Substances: 
Proposed Aggregate Production Quotas for 2010 

AGENCY: Drug Enforcement Administration (DEA), Justice. 

ACTION: Notice of proposed year 2010 aggregate production quotas. 

SUMMARY: This notice proposes initial year 2010 aggregate production quotas for controlled 

substances in schedules land II of the Controlled Substances Act (CSA). 

DATES: Comments or objections must be received on or before [INSERT 30 DAYS FROM 

DATE OF PUBLICATION] . 

ADDRESSES: To ensure proper handling of comments, please reference "Docket No. DEA-

318P" on all written and electronic correspondence. Written comments should be sent to the 

DEA Headquarters, Attn: DEA Federal Register Representative/ODL, 8701 Morrissette Drive, 

Springfield, Virginia 22152. Comments may be directly sent to DEA electronically by sending 

an electronic message to dea.diversion.nolicvausdoi.gov. Comments may also be sent 

electronically through httn://www.reaulations.cov using the electronic comment form provided 

on that site. An electronic copy of this document is also available at the 

htto://www.regulations.gov web site. DEA will accept attachments to electronic comments in 

Microsoft Word, WordPerfect, Adobe PDF, or Excel file formats only. DEA will not accept any 

file format other than those specifically listed here. 

1 
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FOR FURTHER INFORMATION CONTACT: Christine A. Sannerud, Ph.D., Chief, Drug 

and Chemical Evaluation Section, 8701 Morrissette Drive, Springfield, Virginia 22152, 

Telephone: (202) 307-7183. 

SUPPLEMENTARY INFORMATION: Section 306 of the CSA (21 U.S.C. § 826) requires 

that the Attorney General establish aggregate production quotas for each basic class of controlled 

substance listed in schedules I and II. This responsibility has been delegated to the Administrator 

of the DEA by 28 CFR § 0.100. The Administrator, in turn, has redelegated this function to the 

Deputy Administrator, pursuant to 28 CFR § 0.104. 

The proposed year 2010 aggregate production quotas represent those quantities of controlled 

substances that may be produced in the United States in 2010 to provide adequate supplies of 

each substance for: the estimated medical, scientific, research, and industrial needs of the United 

States; lawful export requirements; and the establishment and maintenance of reserve stocks. 

These quotas do not include imports of controlled substances for use in industrial processes. 

In determining the year 2010 aggregate production quotas, the Deputy Administrator 

considered the following factors: total actual 2008 and estimated 2009 and 2010 net disposals of 

each substance by all manufacturers; estimates of 2009 year-end inventories of each substance 

and of any substance manufactured from it and trends in accumulation of such inventories; 

product development requirements of both bulk and finished dosage form manufacturers; 

projected demand as indicated by procurement quota applications filed pursuant to 21 CFR § 

1303.12; and other pertinent information. 

Pursuant to 21 CFR § 1303, the Deputy Administrator of the DEA will adjust the 2010 

aggregate production quotas and individual manufacturing quotas allocated for the year based 

2 
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upon 2009 year-end inventory and actual 2009 disposition data supplied by quota recipients for 

each basic class of schedule I or H controlled substance. 

Therefore, under the authority vested in the Attorney General by Section 306 of the CSA of 

1970 (21 U.S.C. § 826), and delegated to the Administrator of the DEA by 28 CFR § 0.100, and 

redelegated to the Deputy Administrator pursuant to 28 CFR § 0.104, the Deputy Administrator 

hereby proposes that the year 2010 aggregate production quotas for the following controlled 

substances, expressed in grams of anhydrous acid or base, be established as follows: 

Basic Class— Schedule I Established 2010 Quotas 
2,5-Dimethoxyamphetamine 2 g 
2,5-Dimethoxy-4-ethylamphetamine (DOET) 2 g 
3-Methylfentanyl 2 g 
3-Methylthiofentanyl 2 g 
3,4-Methylenedioxyamphetamine (MDA) 25 g 
3,4-Methylenedioxy-N-ethylamphetamine (MDEA) 10 g 
3,4-Methylenedioxymethamphetamine (MDMA) 20 g 
3,4,5-Trimethoxyamphetamine 2 g 
4-Bromo-2,5-dimethoxyamphetamine (DOB) 2 g 
4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 2 g 
4-Methoxyamphetamine 27 g 
4-Methylaminorex 2 g 
4-Methyl-2,5-dimethoxyamphetamine (DOM) 2 g 
5-Methoxy-3,4-methylenedioxyamphetamine 2 g 
5-Methoxy-N,N-diisopropyltryptamine 5 g 
Acetyl-alpha-methylfentanyl 2 g 
Acetyldihydrocodeine 2 g 
Acetylmethadol 2 g 
Allylprodine 2 g 
Alphacetylmethadol 2 g 
Alpha-ethyltryptarnine 2 g 
Alphamcprodine 2 g 
Alphamethadol 2 g 
Alpha-methylfentanyl 2 g 
Alpha-methylthiofentanyl 2 g 
Aminorex 2 g 
Benzylmorphine 2 g 

3 
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Betacetylmethadol 2 g 
Beta-hydroxy-3-methylfentanyl 2 g 
Beta-hydroxyfentanyl 2 g 
Betameprodine 2 g 
Betamethadol 2 g 
Betaprodine 2 g 
Bufotenine 3 g 
Cathinone 3 g 
Codeine-N-oxide 602 g 
Diethyltryptamine 2 g 
Difenoxin 3,000 g 
Dihydromorphine 2,549,000 g 
Dimethyltryptamine 3 g 
Gamma-hydroxybutyric acid 24,200,000 g 
Heroin 20 g 
Hydromorphinol N 2 g 
Hydroxypethidine 2 g 
Ibogaine 1 g 
Lysergic acid diethylamide (LSD) 10 g 
Marihuana 4,500,000 g 
Mescaline 7g 
Methaqualone 5 g 
Methcathinone 4 g 
Methyldihydromorphine 2 g 
Morphine-N-oxide 605 g 
N-Benzylp perazine 2 g 
N,N-Dimethylamphetamine 7 g 
N-Ethylamphetamine 2 g 
N-Hydroxy-3,4-methylenedioxyamphetamine 2 g 
Noracymethadol 2 g 
Norlevorphanol 52 g 
Normethadone 2 g 
Normorphine 16 g 
Para-fluorofentanyl 2 g 
Phenomorphan 2 g 
Pholcodine 2 g 
Psilocybin 7 g 
Psilocyn 7 g 
Tetrahydrocannabinols 312,500 g 
Thiofentanyl 2 g 
Trimeperidine 2 g 

4 
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Basic Class — Schedule II Established 2010 Quotas 
1-Phenylcyclohexylamine 2 g 
1-piperdinocyclohexanecarbonitrile 2 g 
Alfentanil 8,000 g 
Alphaprodine 2 g 
Amobarbital 3 g 
Amphetamine (for sale) 17,000,000 g 
Amphetamine (for conversion) 5,000,000 g 
Cocaine 247,000 g 
Codeine (for sale) 39,605,000 g 
Codeine (for conversion) 65,000,000 g 
Dextropropoxyphene 106,000,000 g 
Dihydrocodeine 1,200,000 g 
Diphenoxylate 947,000 g 
Ecgonine 83,000 g 
Ethylmorphine 2 g 
Fentanyl 1,428,000 g 
Glutethimide 2 g 
Hydrocodone (for sale) 55,000,000 g 
Hydromorphone 3,300,000 g 
Isomethadone 2 g 
Levo-alphacetylmethadol (LAAM) 3 g 
Levomethorphan 5'g 
Levorphanol 10,000 g 
Lisdexamfetamine 6,200,000 g 
Meperidine 8,600,000 g 
Meperidine Intermediate-A 3 g 
Meperidine Intermediate-B 7 g 
Meperidine Intermediate-C 3 g 
Metazocine 1 g 
Methadone (for sale) 25,000,000 g 
Methadone Intermediate 26,000,000 g 
Methamphetanaine 3,130,000 g 
[680,000 grams of levo-desoxyephedrine for use in a non-controlled, 

mostly for 
grams for methamphetamine (for 

non-prescription product; 2,405,000 gams for methamphetamine 
conversion to a schedule III product; and 45,000 
sale)) 
Methylphenidate 50,000,000 g 
Morphine (for sale) 35,000,000 g 
Morphine (for conversion) 100,000,000 g 
Nabilone 9,002 g 

5 
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Noroxymorphone (for sale) 10,000 g 
Noroxymorphone (for conversion) 9,000,000 g 
Opium (powder) 230,000 g 
Opium (tincture) 1,050,000 g 
Oripavine 15,000,000 g 
Oxycodone (for sale) 77,560,000 g 
Oxycodone (for conversion) 3,400,000 g 
Oxymorphone (for sale) 2,000,000 g 
Oxymorphone (for conversion) 12,000,000 g 
Pentobarbital 28,000,000 g 
Phenazocine 1 g 
Phencyclidine 20 g 
Phenmetrazine 2 g 
Phenylacetone 1 g 
Racemethorphan 2 g 
Remifentanil 500 g 
Secobarbital 67,000 g 
Sufentanil 10,300 g 
Tapentadol 519,000 g 
Thebaine 126,000,000 g 

The Deputy Administrator further proposes that aggregate production quotas for all other 

schedules I and II controlled substances included in 21 CFR §§ 1308.11 and 1308.12 be 

established at zero. 

All interested persons are invited to submit their comments in writing or electronically 

regarding this proposal following the procedures in the "addresses" section of this document. A 

person may object to or comment on the proposal relating to any of the above-mentioned 

substances without filing comments or objections regarding the others. If a person believes that 

one or more of these issues warrant a hearing, the individual should so state and summarize the 

reasons for this belief. 

In the event that comments or objections to this proposal raise one or more issues which the 

Deputy Administrator finds warrant a hearing, the Deputy Administrator shall order a public 

6 
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hearing by notice in the Federal Register, summarizing the issues to be heard and setting the time 

for the hearing. 

The Office of Management and Budget has determined that notices of aggregate production 

quotas are not subject to centralized review under Executive Order 12866. 

This action does not preempt or modify any provision of state law; nor does it impose 

enforcement responsibilities on any state; nor does it diminish the power of any state to enforce 

its own laws. Accordingly, this action does not have federalism implications warranting the 

application of Executive Order 13132. 

The Deputy Administrator hereby certifies that this action will have no significant impact 

upon small entities whose interests must be considered under the Regulatory Flexibility Act, 5 

U.S.C. § 601 et seq. The establishment of aggregate production quotas for schedules I and 11 

controlled substances is mandated by law and by international treaty obligations. The quotas are 

necessary to provide for the estimated medical, scientific, research and industrial needs of the 

United States, for export requirements and the establishment and maintenance of reserve stocks. 

While aggregate production quotas are of primary importance to large manufacturers, their 

impact upon small entities is neither negative nor beneficial. Accordingly, the Deputy 

Administrator has determined that this action does not require a regulatory flexibility analysis. 

This action meets the applicable standards set forth in Sections 3(a) and 3(b)(2) of Executive 

Order 12988 Civil Justice Reform. 

This action will not result in the expenditure by State, local, and tribal governments, in the 

aggregate, or by the private sector, of $120,000,000 or more in any one year, and will not 

significantly or uniquely affect small governments. Therefore, no actions were deemed necessary 

7 
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under the provisions of the Unfunded Mandates Reform Act of 1995. 

This action is not a major rule as defined by Section 804 of the Small Business Regulatory 

Enforcement Fairness Act of 1996. This action will not result in an annual effect on the 

economy of $100,000,000 or more; a major increase in costs or prices; or significant adverse 

effects on competition, employment, investment, productivity, innovation, or on the ability of 

United States-based companies to compete with foreign-based companies in domestic and export 

markets. 

Dated: Michele M. Leonhart 
Deputy Administrator 

8 
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OC: 
OD: 
OD/D: 
ODX: 
ODXS: 
CC: 
CCR: 
ODE:  
ODE/Dp)(6) 
ODEQ: " 6) 

ODEQ:  (b)(6)  03-19-09 
MODE\Fed Reg12010 Proposed Aggregate Production Quota 
Webcims # ODE-09-022 
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Changes in the 2010 Initial Aggregate Production Quotas 
(all values are In grams unless indicated otherwise) 

Controlled Substance Initial Final Revised initial Final Revised Proposed 
Initial 

Initial 

Schedule]: 2006 2008 2009 2009 2010 2010 
4-Methoxyamphetamine 77 77 27 27 27 77 
Alpha-methyltryptamine (AMT) 5 5 0 0 0 2 
Dihydromorphine 2,549,000 2,549,000 2,549,000 3,132,000 2,549,000 3,300,000 
Lysergic Acid Diethylamide 61 61 10 10 10 15 
Methagualone 10 10 5 5 5! 7 

Schedule ii: 200B 2008 2009 2009 2010 2010 
Amphetamine (for conversion) 5,000,000 5,000300 5,000,000 7,500,000 5,000,000 6,500,000 
Isomethadone 2 2 2 2 2 11 
Lisdexamfetamine 6,200,000 6,200,000 6,200300 8300,000 6,200,000 9,000,000 
Methamphelamine 3,130,000 3,130,000 3,130000 3,130,000 3,130,000 3,130,000 

levo.desoxyephedrine 680,000 680.000 680,000 680,000 680,000 750,000 
methamphetemine (for conversion) 2,405,000 2,405,000 2,405,000 2,405,000 2,405,000 2,331,000 
methamphetamine (for sale) 45,000 45,000 45,000 45,000 45,000 49,000 

Orcycodcne (for sale) 70,000,000 70,000,000 77,560,000 94,000,000 77,560,000 88,000,000 
Oxycodone (for conversion) 4,620,000 4,820,0001 3,400,000 4,500,000 3,400,000 4,000,000 
Oxymorphone (for sale) 2,400000 2,000,000 2,000,000 2570,000 2,000,000 2,570,000 
Tapentadol 0 0 0 0 519,000 0 

Page 1 
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2010 Initial APQ Comments 

Drug 
3,4-methylenedioxyamphetamine 

3,4-methylenedioxyethylamphetamine 
3,4-methylenedioxyrnethamphetamine 

Alfentanil
Amphetamine 

Codeine (for sale) 

Codeine (for conversion) 

Dihydromorphine 
Fentanvi _ 

gamma hydroxybutyric acid 

Frydrocodone (for sale) 
Hydromorphone 

Lsomethadone 
Lcvo-dcsoxyephedrine 

Levorphanol 
Lisdexamfetamine 

Methamphetamine (for sale) 
Morphine (for conversion) 

Nabilone 

Opium (tincture) 

Oxycodone (for sale) 

Oxycodone (for conversion) 
Oxymorphone (for sale) 

Remifentanil 

Sufentanil 

Tapentadol 

Tetrahydrocannabinols 

Thebaine 

(b)(4) 
Company Comment 

increase APQ 
increase APQ 
increase APQ 
increase APQ 

Response 
adequate APQ - no increase 
adequate APQ - no increase 
adequate APQ - no increase 
adequate APQ - no increase 

Proposed 
0.025 
0.010 
0.020 
8.000 

Established 
0.025 
0.010 
0.020 
8.000 

Change

increase APQ 
increase APQ 
increase APQ 
increase APQ 

adequate APQ - no increase 
adequate APQ - no increase 

adequate APQ - no increase 

17,000.000 
39,605.000

65,000.000 

17,000.000 
39,605.000 

65,000.000 

increase APQ 
increase APQ 
increase APQ 
increase APQ 
increase APQ 
increase APQ 
increase APQ 

increase APQ 
,adequate APQ - no increase 

adequate APQ - no increase 

adequate APQ - no increase 
adequate APQ - no increase 
increase APQ 

2,549.000 
1,428.000 

24,200.000 

55,000.000 
3,300.000 

0.002 

3,300.000 
1,428.000 

24,200.000 

55,000.000 
3,300.000 

0.011 

751.000 

0.009 
increase APQ 
increase APQ 
increase APQ 
increase APQ 
increase APQ 
increase APQ 
increase APQ 
increase APQ 
increase -APQ 
increase APQ 
increase APQ 
increase APQ 

increase APQ 
adequate APQ - no increase 
increase APQ 
increase APQ 
adequate APQ - no increase 

adequate APQ - no increase 

adequate APQ - no increase 

increase APQ (2009 revised increased) 

increase APQ 
increase APQ (2009 revised increased) 

• 

680.000 
10.000 

6,200.000
45.000 

100.000.000 

9.002 

1,050.000 

77,560.000 

3,400.000
2,000.000 

750.000 
10.000 

9,000.000 
49.000 

100,000.000

9.002 

1,050.000

88,000.000 

4,000.000 
2,570.000 

70.000 

2,800.000 
4.000 

###414111410 

600.000 
570.000 

increase APQ 
increase APQ 
increase APQ 
increase APQ 
increase APQ 

adequate APQ - no increase 

adequate APQ - no increase 

decrease - no domestic manufacturing 

0.500 

10.300 

519.000 

0.500 

10.300 

(519.000) 

increase APQ 
increase APQ 

adequate APQ - no increase 312.500 312.500 

increase APQ 
increase APQ 

adequate APQ - no increase 126,000.000 126,000.000 

Number of Companies commenting: 12 (one non-registrant) 
Number of drugs commented on: 28 
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2010 Initial APQ Comments 

Additional Changes: 
Drug Response Proposed Established Change 

Alpha-Methyltryptamine (AMT) new applications; increase - 0.002 0.002 
Amphetamine (for conversion) increase in lisdexamfetamine APQ - 5,000.000 '6,500.000 

0.077 
1,500.000 

0.050 4-methoxyamphetamine new applications; increase 0.027 
Lysergic Acid Diethylamide new applications; increase 0.010 0.015 0.005 

Methamphetamine (for conversion) decreased to keep overall methatnphetamine APQ the same 2,405.000 2,331.000 (74.000) 
0.002 Methaqualone new applications; increase 0.005 0.007 

Phenylacetone new applications; increase _ 0.001 

3,4-methylettedioxyamphetamine 
3,4-methylenedioxyethylamphetamine 
3,4-methylenedioxymethamphetarnine 

Alfentanil 
Amphetamine 

Codeine (for sale) 
Codeine (for conversion) 

Dihydromorphine 
Fentanyl 

gamma hydroxybutyric acid 
Hydrocodone (for sale) 

Hydromorphone 
Isomethadone 

Levo-desoxrphedrine 
Levorphanol 

Lisdexamfetamine 
Methamphetamine (for sale) 
Morphine (for conversion) 

Nabilone 
Opium (tincture) 

Oxycodone (for sale) 
Oxycodone (for conversion) 

Oxymorphone (for sale) 
Remifentanil 

Sufentanil 
Tapentadol 

Tetrahydrocannabinols 
Thebaine 

Justification 
adequate, APQ >= requested MO 
adequate, APQ >= requested MO 
adequate 
adequate, APQ > requested MO 
adequate APQ 
adequate, APO > requested MO 
adequate, APQ > requested MO 
increase APQ (ensure precursor for hydromor•hone available) 
adequate, APQ 76% of requested MQ 
adequate, APO, no justification for increase 
adequate 
adequate, APQ 93% of requested MO 
increase APQ - new requirement BI 

adequate, APQ > Requested MO 
increase APQ 
increase APQ - new manufacturer 
adequate, APQ > requested MO 
adequate, APQ > requested MQ 
adequate, APQ > requested MO 
adequate 
increase APQ 
adequate 71 7 
adequate ) requesting too much YEI/MQ) 
adequate, APQ > requested MQ 
decrease to zero - no domestic manufacturing 
adequate, APQ > requested MQ 
adequate, APQ > requested MO 

(b)(4) 

(b)(4) 

requested YEI more than authorized 

estimate is out of site only 15% sourced by them) 
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'fsb)(6) 

From: 
Sent: LL June, zuuu 1 t:Ub 
To: DeaDiversionPolicy 
Subject: Docket No. DEA-318P 

(b)(4) pocket No. 
DEA- 18P.pdf (5... 

Attached are 
new DEA Form's 189 and 250, as appropriate, 

(b)(4),(b)(6) 

Regards 

(b)(6) 

(b)(4) 

(b)(4) comments on the.2010 proposed aggregate production quotas. We are submitting 

If the reader of this email is not the intended recipients , please be advised that any dissemination, distribution or copying of this 
information is strictly prohibited. (b)(4) Ihas its main place of business at 

(b)(4) 

While (b)(4)  aims to keep its network free from viruses you should note that we are unable to scan certain emails, 
particularly if any part is encrypted or password-protected, and accordingly you are strongly advised to check this email and any 
attachments for viruses. The company shall NOT ACCEPT any liability with regard to computer viruses transferred by way of email. 

Please note that your communication may be monitored in accordance withr)(4) internal policy documentation. 
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(b)(4) 

SENT VIA E-MAIL 

June 22, 2009 

DEA Headquarters 
Attention: DEA Federal Register Representative/ODL 
8701 Morrissette Drive 
Springfield, VA 22152 

Subject: Docket No. DEA-318P 

Dear Sirs: 

(b)(4) 

Ci CONFIDENTIAL 

manufacturing registration (b)(4);(b)(7)(E) would like to 
comment on the Proposed 2010 Aggregate Production Quota for various products as published in the May 
21, 2009 Federal Register. 

We reviewed the DEA Form I89's and DEA Form 250's that were submitted to the DEA in April of this 
calendar year. We feel the proposed quantities for the material mentioned below is not sufficient to 
provide for adequate supplies for the medical, scientific, research and industrial needs of the United 
States, and for the lawful export requirements, and that the quotas should be increased to cover our 
requests. The forms are for the basic class of items are attached: 

Codeine (for Sale), a revised 189 dated 06/19/09 
Codeine (for Conversion), a revised 189 dated 06/19/09 
Morphine (for Conversion), a revised 189 dated 06/19109 
Oxycodone (for Sale), a revised 189 dated 06/19109 
Remifentanil, a revised 189 dated 06/19/09 
Sufentanil, a revised 189 dated 06/19/09 
Tetrahydrocannabinol, a revised 189 dated 06/19/09 
Thebaine, a revised 189 dated 06/19/09 
Concentrate of Poppy Straw (AMA), a revised 250 dated 06/19/09 
Concentrate of Poppy Straw (ATA), a revised 250 dated 06/19/09 

Thank you for your consideration in this matter. Should you have any questions, please contact me at 
( (b)(6)

The information in this letter and on the attached forms is considered confidential and proprietary and 
should not be released under the Freedom of Information Act per S USC Sec 552(b)(4). 

Very truly yours, 

D Materials Control Mena er

(b)(4) 
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U.S. Department of Justice 
Drug Enforcement Administration 

ElCONFIDENTIAL APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA 

SEE INSTRUCTIONS OM 
SEPARATE "AGE 

No individual manufacturing quota may he issued unless a completed 
application form has been received, 21 CPR 1303.22 

OMB Appian( 
No, 1117AM 

1. NAME OF BASIC CLASS OR LIST I CHEMICAL (Only one per DEA-189) 

Codeine (for Sale) 

2. SCHEDULE/ LIST NUMBER 

II 

3. DEA DRUG I CHEMICAL CODE NUMBER 

9150 

4. NAME AND ADDRESS 
(b)(4) 

OF REGISTRANT (include  No., Street City, Slate and ZIP Ccde) 5. YEAR FOR WHICH QUOTA IS 
REQUESTED 

2010 
6. DEA REGISTRATION NUMBER 

(b)(4),(b)(7)(E) 

7. NAME OF CONTACT PERSON 
(b)(6) 

8. TELEPHONE No. (Include extension) 9, FAX NO- to. E MAIL ADDRESS 

(b)(4);(b)(6) 

NOTE: All quantities are to be expressed In grams of anhydrous acid, base, or aika old (not as salts). 

11. QUOTA HISTORY 
QUOTAS PREVIOUSLY ISSUED BY DEA QUOTA

REQUESTED 

( 2010 ) 

750.000 grams 

21,, PRECEDING YEAR 
, ( 2007 ) 

1a PRECEDING YEAR 
( 2006 ) 

CURRENT YEAR 
( 2009 ) 

450,000 grams 450.000 grams  450.000 grams 

12. PRODUCTION DATA No PRECEDING YEAR Iss PRECEDING YEAR 
ESTIMATE FOR 
CURRENT YEAR 

ESTIMATE FOR 
YEAR FOR WHICH 

QUOTA IS 
REQUESTED 

L INVENTORY AS OF DEC. 31 
a. Bulk Controlled Substance or List I Chemical 

b. In-process material .. .. .. 

c. Contained in FINISHED Dosage Forms 

TOTAL (a + b + c)  

*".•Y:  • • • '.- .• •!:•"•:;;; *X'';•*:''. : "  :':.. .;- ' : ..- -,":.7.; :••.1,̀"•:.'• :,-.•• '-'' •!•••.:; ..-..: ':•-•1,: :1;: ;:: ::::.",,-.".*:', i.:•;,,...C:;;;!-: i. ' 

215,160 182,186 228,052 260,375 

0 0 - 0 0 

. 0 0 0 0 
215,160 182,186 228,052 260,375 

IL DISPOSITION (SALE) I UTILIZATION 

a. Domestic 

b. Exports 

TOTAL (a + b).  

:;• •,.:*:?.••• • :: • :- . S'A.::' " !. '-..-.....:;.:•,':-.; C 1 . ::: F '.- .s....:?3P:•:: :  . ..::z.- . ;::fi,.::::.::- . : 1,:,,:::,:%,.( 
17,381 403 370,000 740,000 

0 0 0 0 
17,381 , 97,.995 370,000 740,000 

I/1. ACQUISITION! PRODUCTION 

a. Domestic Sources 

b. Importallon  . - 
TOTAL (a + b)  

. ..i.';`.•1•:(:-;•;,•!.:7i;: ' le::: f'-.* ::.•••1::'.* *&: -"1:17-'7'.:*:•:*?::' i:*:•i).1-'- * ' •: ••• •• :•"‘:`*;*• ' "I'.: ••• :1'* f*::"• --** •-': :‘:•'2':"2:

33 65,021 415,866 772,323 
0 0 0 0 

33 65.021 415,866 772,323 

13. 1F THE PURPOSE IS TO MANUFACTURE ANOTHER SUBSTANCE(S), FURNISH THE FOLLOWING INFORMATION: 

NAME OF NEW 
SUBSTANCE 

AUTHORITY 
TO MARKET 

THIS 
PRODUCT 

DEA 
CHEMICAL 

CODE
NUMBER 

AMOUNT USED FOR THIS PURPOSE % YIELD (Historical) 

2ND PRECEDING YEAR tsr PRECEDING YEAR CURRENT YEAR 

• 

14. REMARKS 

S -111A111RF 11V APPI ICANT 
(b)(6) 

PRINT OR TYPE NAME AND TITLE OF SIGNER 

(b)(6) DEA MATERIALS CONTROL MANAGER 

DATE 

JUNE 19, 2009 

—DEXFORM-189- (Mdr2001) IL-PREVIOUS-EDITIONS-ARE OBSOLET 
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U.S, Department of Justice 
Drug Enforcement Administration 

ElCONFIDENTIAL APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA 

SEE INSTRUCTIONS ON 
SEPARATE PAGE 

No individual manufacturing quota may be issued unless a completed 
application form has been received, 21 CFR 1303,22 

OMB Approvat 
No. 11114006 

1. NAME OF BASIC CLASS OR UST I CHEMICAL (Only one per DEA-184 

Codeine (for Conversion) 

2. SCHEDULE/ LIST NUMBER 3. DEA DRUG I CHEMICAL CODE NUMBER 

9050 

4. NAME MID ADDRESS OF REGISTRANT (include No., Street City, State and ZIP Code) 
(b)(4) 

5, YEAR FOR WHICH QUOTA IS 
REQUESTED 

2010 
6. DEA REG1TRATION NUMBER 

(b)(4),(b)(7)(E) 

7. NAME OF CONTACT PERSON 8. TELEPHONE No. (include extension) r8. FAX NO. 

(b)(6) 

to. E-MAIL ADDRESS 

(b)(4),(b)(6) 

NOTE: All quantities are to be expressed in grams of anhydrous acid, base, or alkaloid (not as salts). 

11. QUOTA HISTORY 
QUOTAS PREVIOUSLY ISSUED BY DEA QUEST

REQUESTED 

( 2010 ) 

13.000.000 grems 

2,,e PRECEDING YEAR 
( 2007 ) 

1.2 PRECEDING YEAR 
( 2008 ) 

CURRENT YEAR 
( 2009 ) 

4.400.000 grams 8.670.000 grams 7.500-030 grams 

12. PRODUCTION DATA 2ro PRECEDING YEAR ler PRECEDING YEAR ESTIMATE FOR 
CURRENT YEAR 

ESTIMATE FOR 
YEAR FOR WHICH 

QUOTA IS 
REQUESTED 

L 114)/ENTORY AS OF DEC. 31 

a. Bulk Controlled Substance or Ust I Cherrecal 

b. In-process material 

c. Contained in FINISHED Dosage Forms 

TOTAL (a + b + c)  

. ':!:ti:'.'•::•'-'•• • - - .-";: : • :; - , ' ',4,-,..,. •[ '4'''0,;y;::•z: ::.: •'''• '-•-‘...• :'''''- .::;'..1 . ' '-'1'• :'• :--; '-i -::•'-'4.';•:::' .1':, " '' :.';1.: .: 

1,991,980 2,216,815 4,170,034 4,306,242 

441,998 • 0 0 0 

0 0 0 0 
2,433,978 2,216,815 4,170,034 4,306,242 

11. DISPOSITION (SALE) / UTILIZATION 

a. Domestic 

b. Exports 

TOTAL (a . b) 

' '
,. . . . , :;- . :•::: •  • ::: : '• :,•'... 

403 217,164 9,046,781 12,863,792 

0 0 0 0 
403 217,164 9,046,781 12,863,792 

III. ACQUISITION / PRODUCTION 

a. Domestic Sources  

b. ImporlatIon 

TOTAL (a 4. b)  

- :,' i..' :::,1.•:.• '• ;':', k:. :; .1 '; :;•:.'•:::'•::;::.:: : i•,::; •"Ii-;::;-V.1,-; •••'".:7;:::1::•. -:,•':: • :Zt:;- :::t , . .• ' il;:.;t::i: ::?.: - : 

458,858 0 11,003.000 13,000,000 
0 0 0 0 

458,858 0 11,000,000 13,000,000 

13. IF THE PURPOSE IS TO MANUFACTURE ANOTHER SUBSTANCE(S), FURNISH THE FOLLOWING INFORMATiON: 

NAME OF NEW 
SUBSTANCE 

AUTHORITY 
TO MARKET 

THIS 
PRODUCT 

DEA 
CHEMICAL 

CODE
NUMBER 

AMOUNT USED•FOR THIS PURPOSE % YIELD (Historical) 

2rio PRECEDING YEAR 1ST PRECEDING YEAR CURRENT YEAR 

Hydrocodone 9193 2,759,368 0 4,935,823 53% 

Codeine (for sale) 9050 142,171 65,800 460,600 91% 

Oxycodone 9143 0 0 3,650,356 TBD 

14. REMARKS 

SIGNATURE OF APPLICANT 
(b)(6) 

PRINT OR TYPE NAME AND TITLE OF SIGNER 

(b)(6) DEA MATERIALS CONTROL MANAGER 

DATE 

JUNE 19, 2009 

DEA R11111-11191May 2M7)  ALL PREVIOUS-EDITIONS-ARE-08soLEre. 

Page 1213 Vol. 1



U.S. Department of Justice 
Drug. Enforcement Administration 

C] CONFIDENTIAL APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA 

SEW INSTRUCTIONS ON 
SEPARATE PAGE 

No individual manufacturing quota may be issued unless a completed 
application form has been received, 21 CFR 1303.22 

OMB Approval 
No. 1117-0006 

1. NAME OF BASIC CLASS OR LIST I CHEMICAL (Only one per DEA-189) 

Morphine (for Conversion) 

2. SCHEDULE / LIST NUMBER 

11 

3. DEA DRUG CHEMICAL CODE NUMBER 

9300 

4. NAME  AND ADDRESS OF REGISTRANT (Include  No, Street, City, State end ZIP Code) 
(b)(4) 

5. YEAR FOR WHICH QUOTA IS 
REQUESTED 

2010 
B. DEA REGISTRATION NUMBER 

7. NAME OF CONTACT PERSON 18. TELEPHONE No. (Include extension) 9. FAX NO. 
(b)(6) 

1(b)(4),(b)(7)(E)

10. E MAIL ADDRESS 

tb)(4),(b)(6) 

NOTE: All quantities are to be expressed in grams of anhydrous acid, base, or alkaloid (not as salts). 

11. QUOTA HISTORY 
QUOTAS PREVIOUSLY ISSUED BY DEA QUOTA 

REQUESTED 

( 2010 ) 

• 14,509.000 grams 

2,: PRECEDING YEAR 
( 2007 ) 

10 PRECEDING YEAR 
( 2003 ) 

CURRENT YEAR 
( 2009 ) 

7.192.000 grams 5.000.000 grams 11,003.000 grams 

12. PRODUCTION DATA 242 PRECEDING YEAR 1nPRECEDING YEAR ESTIMATE FOR 
YEAR 

ESTIMATE FOR 
YEAR FOR WHICH

CURRENT QUOTA IS 
REQUESTED 

L INVENTORY AS OF DEC 31 

a. Bulk Controlled Substance or List I Chemical 

b. In-process material 1 .  

c. Contained In FINISHED Dosage Forms 

TOTAL (a # b + 0)  

..... , ..,_ ... 
' : • • • - -.. .;'.;. -'.- • ......:.'. .:;....7, •• 

470,233 1,280,170 2,658,351 3,324,840 

0 308,329 0 0 
0 0 0 0 

• 470,233 1,588,499 2,658,351 3,324,840 
IL DISPOSITION (SALE ) / UTILIZATION 

a. Domestic 

b. Exports 

TOTAL (a + b)  

'.;' ..,::.1W-:!,tg:; ./7.. ;;I:•;,*  s`? --.::: ::, ,,;.:,:r. :':- .'i!. *:t., :••-•. •;•:;.•.;731; ,' 2. :: 7.1. .ii,::-:. .::: :fg':. ;;'Y..i.. 
859,114 986,712 9,930,148 '13,833,511 

0 0 0 0 

659,114 956,712 9,930,148 13,833,511 
ill. ACQUISITION / PRODUCTION 

. a. Domestic Sources 

b. Importation 

TOTAL (a + b) .  

. " -:f. C,'4;';'. .?•0,1if• :'.•::'''.•:']Va). ..-. '''-v.:' ,./:gft'?,',?i::::;.:-:::::: :-N .:: ,', -7:'.:::',*::-'-'f-12. .q:'!:.'.4V.; •!:::7:•.:..,:,..,:.;!,.i.z:,..,,:-., 
1,113,755 2,084,970 11,000,000 14,500,000 

0 0 0 0 

1,113,755 2,084,970 11,000,000 14,500,000 

13; IF THE PURPOSE IS TO MANUFACTURE ANOTHER SUUSTANCE(S), FURNISH THE FOLLOWING INFORMATION: 

NAME OF NEW 
SUBSTANCE 

AUTHORITY 

TO MARKET
THIS 

PRODUCT 

DEA 

CHEMICALCODE 
NUMBER 

 AMOUNT USED FOR THIS PURPOSE % YIELD (HIstcrleal) 

Zoo PRECEDING YEAR 1 to PRECEDING YEAR 
,-

CURRENT YEAR 

Codeine (for cony) 9050 458,705 0 9,046,781 100% 

Morphine (for sale) 9300 0 867,009 484,860 84% 

Hydromorphone 9150 199,339 99,640 398,507 44% 

14. REMARKS 

(b)(6) 

PRINT OR TYPE NAME AND TITLE OF SIGNER 

)(6) DEA MATERIALS CONTROL MANAGER 

DATE 

JUNE 19, 2009 

— DEKFORM-189- (May-2007) ALL-PREVIOUs..EDITIONs_AREJASOLETE. 
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U.S. Department of Justice 
Drug Enforcement Administration 

Eli CONFIDENTIAL 
APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA 

SEP. INSTRUCTIONS ON 
SEP/IRATE PAGE 

No individual manufacturing quota may be issued unless a completed 
application fonn has been received, 21 CFR 1303.22 

OMB Approval 
No. 1117-0006 

1. NAME OF BASIC CLASS OR LIST I CHEMICAL (Only one per DEA-199) 

Oxycodone (for Sale) 

2. SCHEDULE / LIST NUMBER 3. DEA DRUG / CHEMICAL CODE NUMBER 

9143 

4. NAME AND ADDRESS OF REGISTRANT (Include No., Street My, State and ZIP Code) 
(b)(4) 

5. YEAR FOR WHICH QUOTA IS 
REQUESTED 

2010 
6. DEA REGISTRATION NUMBER 

b)(4);(b)(7)(E) 

7. NAME OF CONTACT PERSON 
(b)(6) 

I S. TELEPHONE No. (include extension) 1 9. FAX NO. 10. E-MAIL ADDRESS 

(b)(4),(b)(6) 

NOTE: All quantities are to be expressed In grams of anhydrous acid, base, or alkaloid (not as salts). 

11. QUOTA HISTORY 
QUOTAS PREVIOUSLY ISSUED BY DEA QUOTA

REQUESTED 

( 2010 ) 

2,500.000 grams 

2m PRECEDING YEAR 
( 2007 ) 

lu PRECEDING YEAR 
( 2005 ) 

CURRENT YEAR 
( 2009 ) 

190.00D grams ss2 ono grams anon grams 

12. PRODUCTION DATA 2.ePRECEDING YEAR 1st PRECEDING YEAR ESTIMATE FOR 
. CURRENT YEAR 

ESTIMATE FOR 
YEAR FOR WHICH 

QUOTA IS 
REQUESTED 

L INVENTORY AS OF DEC. 31 

a. Bulk Controlled Substance or List I ChemIcal 

b. In-precess material 

c. Contained In FINISHED Dosage Fawns 

TOTAL (a + b + c) 

• • • 

434,330 14,740 670,294 712.222 

0 805,554 0 0 

0 0 0 0 

434,330 820,294 670,294 712,222 

II. DISPOSITION (SALE) I UTILIZATION 

a. Domestic 

b. Exports 

TOTAL (a + b) 

• ' • ..••,-. • , ,.. ii.. 
" 

211,026 448,289 1,350,000 2,700,000 

0 - 0 0 0 

211,026 448,289 1,350,000 2,700,000 

01. ACQUISITION I PRODUCTION 

a. Domestic Sources 

b. Importation  

TOTAL ta + b) 

i:: . :*::"1.: --j?..   .... - . . :.. : i. : ':  : - :.i .: : . : ::.. -•‘::: : -. r:"i : ---!';',:. :  • ..:.:.:•-•.•: .
96,206 834,269 1,200,000 2,741,928 

0 - 0 0 0 

, 96,206 834,259 1,200,000 2,741,928 

13. IF THE PURPOSE IS TO MANUFACTURE ANOTHER SUBSTANCE(S), FURNISH THE FOLLOWING INFORMATION: 

NAME OF NEW 
SUBSTANCE 

AUTHORITY 
TO MARKETTHIS 
PRODUCT 

DEA 
CHEMICALCODE 
NUMBER 

AMOUNT USED FOR THIS PURPOSE %YIELD (Historical) - 

Zip PRECEDING YEAR 1st PRECEDING YEAR CURRENT YEAR 

14. REMARKS 

SIGNATURE OF APPLICANT 

(b)(6) 
PRINT OR TYPE NAME AND TITLE OF SIGNER 

(b)(6) DEA MATERIALS CONTROL MANAGER 

DATE 

JUNE 19, 2009 

DEA FORM 189 INITY-2-007) ALCPREVIOJPS'EDITIONSREQBSOLETE. 
age 1215 Vol. 1



U.S. Department of Justice 
Drug Enforcement Administration 

1:1 CONFIDENTIAL APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA 

SEE INSTRUCTIONS ON 
SEPARATE PAGE 

No individual manufacturing quota may be issued unless a completed 
application brill has been received, 23 CFR 1303.22 

OMB Approval 
No. 11174006 

1. NAME OF BASIC CLASS OR LIST 1 CHEMICAL (Only one per DEA-189) 

Remifentanil 

2. SCHEDULE/ LIST NUMBER 3. DEA DRUG / CHEMICAL CODE NUMBER 

9739 

4. NAME D ADDRESS OF REGISTRANT Include No., Street, Cr1y, Stale and ZIP Code) 
b)(4) 

5. YEAR FOR WHICH QUOTA IS 
REQUESTED 

2010 
8. DEA REGI BER 

7. NAME OF CONTACT PERSON 
(b)(6) 

8. TELEPHONE No. (Include extension) 9. FAX NO. 10. E-MAIL ADDRESS 

(b)(4),(b)(6) 

NOTE: All quantifies are to be expressed in grams of anhydrous acid, base, or alkaloid (not as salts). 

11. QUOTA HISTORY 
QUOTAS PREVIOUSLY ISSUED BY DEA QUOTA 

REQUESTED 

( 2010 ) 

1,200 grams 

Z-Nr PRECEDING YEAR 
( 2007 ) 

1st PRECEDING YEAR 
( 2008 ) 

CURRENT YEAR 
( 2009 ) 

0 grams g grams 0 grams 

12. PRODUCTION DATA 2No PRECEDING YEAR ter PRECEDING YEAR 
ESTIMATE FOR 
CURRENT YEAR 

ESTIMATE FOR 
YEAR FOR WHICH 

QUOTA IS 
REQUESTED 

L INVENTORY AS OF DEC. 3t 

a. Bulk Controlled Substance or List I Charlie-al 

b. In-process material  

c. Contained in FINISHED Dosage Forms 

TOTAL (a + b + c)  

.. • .- • :. . .. -,..;-f.:-. : ' • I   . . • 'f.:.i....:.--:  - ...''.;:'':. ' 4. I 

0 0 100 300 

0 0 0 0 

0 0 0 0 

0 0 100 300 

IL DISPOSITION (SALE ) / UTILIZATION 

a. Domestic  

b. Exports 

TOTAL (a + b) .  

. ,'• '..- • ' ' ;•.:-••:. ••'• .: ... .... -. • :', :3,•';•''..- t ;,:P • -:..Y.f•?. . '.:•• •,..7i:.I:i .:  . .::::;!•. ;,.':'-?':•-..::•!:,:':, r •• ,•••••••": 

0 0 200 1,000 

0 0 0 0 

0 0 200 1,000 

III. ACQUISITION 1 PRODUCTION 

a. Domestic Sources 

b. Importation 

TOTAL (a + b)  

• •,,)".‘'•.. ‘4 ', '::i:*V:."''':' ''::,; §: . ...'...- .:'•A% ;,40Z.:..:."'Z .:1A.j.:::.n, ..',"M;:'.. :... 7 ,. , ;f::1'. 
0 0 300 1,200 

0 0 0 0 

0 0 300 1-,200 

13. IF THE PURPOSE IS TO MANUFACTURE ANOTHER SUBSTANCE(S), FURNISH THE FOLLOWING INFORMATION: 

NAME OF NEW 
SUBSTANCE 

AUTHORITY 
TO MARKET 

THIS 
PRODUCT 

DEA 
CHEMICAL 

CODE
NUMBER 

AMOUNT USED FOR THIS PURPOSE 
-F

%YIELD (Historical) 

2rzo PRECEDING YEAR 1st PRECEDING YEAR CURRENT YEAR 

• 

14. REMARKS 

qlfINIATIMP fir LiDPI tremr 

(b)(6) 

PRINT OR TYPE NAME AND TITLE OF SIGNER 

(b)(6) 
DEA MATERIALS CONTROL MANAGER 

DATE 

JUNE 19, 2009 

DEA FORM 189 (May 2007) N_SM-DBSOCETE. 
Page 12 Vol. 1



U.S. Department of Justice 
Drug Enforcement Administration 

CONFIDENT AL APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA 

SEE INSTRUCTIONS ON 
SEPARATE PAGE 

No individual manufacturing quota may be issued unless a completed 
application form has been received, 21 CFR 1303.22 

OMB Approval 
No. 1117-0006 

1. NAME OF BASIC CLASS OR LIST I CHEMICAL (Only one per DEA-189) 

Sufentanit 

2. SCHEDULE I LIST NUMBER 3, DEA DRUG 1 CHEMICAL CODE NUMBER 

9740 

4. NAME AND ADDRESS OF REGISTRANT (Include No., Street, City, Stale and ZIP Code) 
(b)(4) 

5. YEAR FOR WHICH QUOTA IS 
REQUESTED 

2010 
6. DEA REGIrRATION NUMBER 

(b)(4),(b)(7)(E) 

7. NAME OF CONTACT PERSON 1 8. TELEPHONE Na. (Include extension) 
(b)(6) 

9. FAX NO. 10. E-MAIL ADDRESS 

(b)(4),(b)(6) 

NOTE: All quantities are to be expressed in grams or anhydrous acid, base, or Om old (not as salts). 

11. QUOTA HISTORY 
QUOTAS PREVIOUSLY ISSUED BY DEA QUOTA 

REQUESTED 

( 2010 ) 

son grams 

2d PRECEDING YEAR 
( 200? ) 

14 PRECEDING YEAR 
(. 2008 ) 

CURRENT YEAR 
( 2009 ) 

gag grams 800 grams pc/ grams 

12. PRODUCTION DATA 2...0 PRECEDING YEAR tsT PRECEDING YEAR • 
ESTIMATE FOR 
CURRENT YEAR 

ESTIMATE FOR 
YEAR FOR WHICH 

QUOTA IS 
REQUESTED 

I. INVENTORY AS OF DEC. 31 

a. Bulk Controlled Substance or List I Chemical 

b. In-process material 

c Contained in FINISHED Dosage Forms 

TOTAL (a 4- b + c) 

.. 

442 419 457 457 

230 536 0 0 
0 0 0 0 

672 955 457 457 

IL DISPOSITION (SALE) / UTILIZATION 

a. Domestic 

b. Exports 

TOTAL (a 4 b) 

, . , . , :. i...: ,., 1,i: s,- f., i:,!IL;; .:,..•  : - . ;::  , -... t ;;;•-••••••.: , :,•• •:,::: 

374 253 498 600 

0 0 0 0 
374 253 498 600 

III. ACQUISITION/PRODUCTION 

a. Domestic Sources 

b. Importation 

TOTAL (a + b)  

. ': ::::.:. •• ,- • . • ';, : • • ..:•;c' , ,'..•;:•;;; .)'  • •• •?:%;?•• • : . ..4: .. -. -: .., •. ..;:::i: .... — : 
230 536 0 600 

0 0 0 0 

230  536 0 600 

13, IF THE PURPOSE IS TO MANUFACTURE ANOTHER SUBSTANCE(S), FURNISH THE FOLLOWING INFORMATION: 

NAME OF NEW 
SUBSTANCE 

AUTHORITY 
TO MARKET 

THIS 
PRODUCT 

DEA 
CHEMICAL 

CODE 
NUMBER 

AMOUNT USED FOR THIS PURPOSE % YIELD (Historical) 

2no PRECEDING YEAR tar PRECEDING YEAR CURRENT YEAR 

• 

14. REMARKS 

*NATURE OF APPt VseAl 

(b)(6) 

PRINT OR TYPE NAME AND TITLE OF SIGNER 

b)(6) DEA MATERIALS CONTROL MANAGER 

DATE 

JUNE 19, 2009 

DEA FORM 189 (May 2007) ATE-PREVIOUTEDITEDNS ARE-013SOLE1 . 
rage 121 Vol. 1



U.S. Department of Justice 
Drug Enforcement Administration 

ffl CONFIDENTIAL APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA 

SER INSTRUCTIONS ON 
SEPARATE PAGE 

No individual manufacturing quota may be issued unless a completed 
application form has been received, 21 CFR 1303.22 

OMB Approval 
No. 1117-0006 

1. NAME OF BASIC CLASS OR LIST I CHEMICAL (Only one per DEA-189) 

Thebaine 

2. SCHEDULE / LIST NUMBER 3. DEA DRUG ICHEMICALCODE NUMBER 

9333 

4. NAM D • DO- ESS • REGISTRANT Include No., Street Oily. Stole and ZIP Code) 
(b)(4) 

5. YEAR FOR WHICH QUOTA IS 
REQUESTED 

2010 
6, DEA REGISTRATION NUMBER 

(b)(4),(b)(7)(E) 

7. NAME OF CONTACT PERSON S. TELEPHONE No. (include extension) 9. FAX NO, 
(b)(6) 

10. E MAIL ADDRESS 

(b)(4),(b)(6) 

NOTE: All quantities are to be expressed in grams of anhydrous acid, base, or alka oid (not as salts). 

11. QUOTA HISTORY 
QUOTAS PREVIOUSLY ISSUED BY DEA QUOTA 

REQUESTED 

( 2010 ) 

=0.000 grams 

2m PRECEDING YEAR 
( 2007 ) 

1.' PRECEDING YEAR 
( 2008 ) 

CURRENT YEAR 
( 2009 ) 

0 grams g grams 0 grams 

12. PRODUCTION DATA 
• 

2rio PRECEDING YEAR la PRECEDING YEAR 
ESTIMATE FOR 
CURRENT YEAR 

ESTIMATE FOR 
YEAR FOR WHICH 

QUOTA IS 
REQUESTED 

I. INVENTORY AS OF DEC. 31 

a. Bulk Controlled Substance or List I Cternical 

b, in-process material  

c, Contained In FINISHED Dosage Forms 

TOTAL (a + b + c)  

• .','I':•'•;•'•':,:;.; .... ';;c..'.. i • .1. • • .!•---:i:'_- '''•:. ..•-'• ' :r g: . • ?' 7.';-r'j'2•,%;..-• :' •:' ,Y:• , :11-:•trV' - .:' — '.-' 

48,080 48,080 0 360,000 

0 0 0 40 

0 0 0 0 

48,080 48,080 0 360,000 

II. DISPOSITION (SALE)/ UTILIZATION 

a. Domestic 

b. Exports 

TOTAL (a + b)  

. i:i::*- 1 .•,, •••j :', :..'' ; :;- ::•-i• ' , ' ::••  .' • •• •::::;:: • .-;:1IV-• • ' •:. ' . •  '':  : • ' : :' ,',.'- .. r I 

0 0 58,080 2,140,000 

0 0 0 0 

0 0 58,080 2,140,000 
III. ACQUISMON / PRODUCTION 

a. Domestic Sources  

b. Importation 

TOTAL (a + h)  

' :•:• •4.-. ' • .:,.:: ' 

0 0 10,000 2,500,000 

0 0 0 0 

0 0 10,000 2,500,000 

13. IF THE PURPOSE IS TO MANUFACTURE ANOTHER SUBSTANCE(S), FURNISH THE FOLLOWING INFORMATION: 

NAME OF NEW 
SUBSTANCE 

AUTHOFUTY 
TO MARKET 

THIS 
PRODUCT 

DEA 
CHEMICAL 

CODE 
NUMBER 

AMOUNT USED FOR THIS PURPOSE % YIELD (Historical) 

2tio PRECEDING YEAR Is+ PRECEDING YEAR CURRENT YEAR 

Oxycodone 

Buprenorp h in e 

9143 

9064 

0 

' 0 

0 

0 

48,080 

10,000 

TBD 

TBD 

14. REMARKS 

i
fr4N1A111.RP (IF APPIICAKir 

(b)(6) 

PRINT OR TYPE NAME AND TITLE OF SIGNER 

(b)(6) DEA MATERIALS CONTROL MANAGER 

DATE 

JUNE 1 g, 2009 

—DEAFORM-1139- (May-2007) ALLEREV1OUS_EDITIONS_ARE_OBSOLETE. 
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U.S. Department of Justice 
Drug Enforcement Administration 

Li CONFIDENTIAL APPLICATION FOR PROCUREMENT QUOTA 

SEE INSTRUCTIONS ON 
SEPARATE PAGE 

No procurement quota may be issued unless a completed application form has been 
received, 21 CFR. 1303.12(b) 

1. NAME OF BASIC CLASS OR LIST I CHEMICAL (Only one per DEA-250) 
Concentrate of Poppy Straw (AMA) 

2. SCHEDULE I LIST 
NUMBER 11 

OMB Approval 
No. 1117-11008 

3. DEA DRUG CHEMICAL CODE NUMBER 
9670 

4. NAM  AND ADDRESS OF REGISTRANT finagle Na 
(b)(4) 

Avg, City, State end 211,  Code) 5. YEAR FOR WHICH QUOTA IS REQUESTED 
2010 

PTF IP Min RPrIKTRATION NUMBER 6. DEAMANUFA
(b)(4),(b)(7)(E) 

7  i .E OF CONTACT PERSON -1 B. TELEPHONE No. (Include extens)on) 1 9. FAX No. 
b)(6) 

10. E-MAIL ADDRESS 
(b)(4)(b)(6) 

NOTE: All quantities are to be expressed In grams of anhydrous acid, base, or alkaloid (not as salts). 

11. QUOTA HISTORY 
QUOTAS PREVIOUSLY ISSUED BY DEA QUOTA REQUESTED 

( 2010 ) 

9,500.000 grams 

2s PRECEDING YEAR 
( 2007 ) 

1 n PRECEDING YEAR 
( 2009 ) 

CURRENT YEAR 
( 2009 . ) 

• 10.000.000 grams J5.000.000 grams 11,800.000 grams 

12. PRODUCTION DATA 2pa) PRECEDING YEAR 167 PRECEDING YEAR 
ESTIMATE FOR 

YEAR 

ESTIMATE FOR YEAR FOR 
WHICH QUOTA IS

CURRENT REQUESTED 

I. INVENTORY AS OF DEC. 31 

a. Bulk Controlled Substance or Ust 1 Chemical  

b. lo•process material  

c. Contained in FINISHED Dosage Forms 

TOTAL (a + b + c) 

'': ' ;:.:;:i::::' : .' .  ";•'.:.1: ''' ' .1 .:-.17::.1''!':::'. .: ::' ' ' '-: .:,c:...:.: ?. 1- ''::::." :'.. 'S*:n:,7:. 
169,692 2,048,777 2,956,575 2,754,928 

0 . 0 0 0 

0 0 0 0 

169,692 2,048,777 2,956,575 2,754,928 

U. DIS PDS MON {SALE } / UTILIZATION 

a. Domestic.  

b. Exports 

TOTAL (a * b) 

1,322,049 2,120,915 8,592,202 9,701,647 

' 0 2,120,915 0 0 

1,322,049 0 8,592,202 9,701,647 

fit AcquisrnoN /PRODUCTION 

a. Domo6tio Sources 

b. Im utation p 

TOTAL (a .I. b) .  

r:-:;:::::!, • ' •. ‘-: :• ':*- :. .::::,!:: , ;.` r..:.  '. : "Sz '.;: ,," •:::• -
0 0 0 0

: 

0 4,000,000 9,500,000 9,500,000 

0 4,000,000 9,500,000 9,500,000 

13. IF THE PURPOSE IS TO MANUFACTURE ANOTHER SUBSTANCE(S), FURNISH THE FOLLOWING INFORMATION: 

NAME OF NEW SUBSTANCE 

. 

DEA 
CHEMICAL 

CODE 
NUMBER 

AMOUNT USED FOR THIS PURPOSE % YIELD ,- 
(Historical) 

2tIo PRECEDING YEAR lsr PRECEDING YEAR CURRENT YEAR 

Morphine (for Conversion) 9300 626,528 2,120,836 1,072,470 80% 
Codeine (for Conversion) 9050 695,520 0 7,403,998 80% 
Dihydromorphlne 9145 0 0 115,734 91% 

14. IF THE PURPOSE IS TO MANUFACTURE THE BASIC CLASS OR LIST I CHEMCIAL INTO DOSAGE FORMS, FURNISH THE FOLOVVINGINFOFIMATION: 

NAME OF DOSAGE 
FORM 

(include product form. 
i.e., tablets, patches, 
etc. and strengths) 

AUTHORITY 
TO MARKET 

THIS 
PRODUCT 

SCHEDULE 
i 

LIST 
AMOUNT USED FOR THIS PURPOSE 

ESTIMATE FOR 
CURRENT YEAR 

ESTIMATE FOR YEAR 
QUOTA IS REQUESTED 2N0 PRECEDING YEAR 161 PRECEDING YEAR 

SIGMA a 

(b)(6) Pb)(6) 

NT or TYPE NAME and rri_Eoi SIGNER 

DEA MATERIALS CONTROL MANAGER 
DATE 

JUNE 19 , 2009 

DEA FORM 250 (May 20971 ALL PREVIOUS EDITIONS ARE OBSOLETE. 
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U.S. Department of Justice 
Drug Enforcement Administration 

CONFIDENTIAL_ APPLICATION FOR PROCUREMENT QUOTA 

SEE INSTRUCTIONS ON 
SEPARATE PAGE 

No procurement quota may be issued unless a completed application form has been 
received, 21 CFR. I30.3.12(b) 

OMB Approval 
No. 11174008 

1. NAME OF BASIC CLASS OR LIST I CHEMICAL (Only one per DEA-250) 
Concentrate of Poppy Straw (ATA) 

2. SCHEDULE/LIST 
NUMBER Ii 

3. DEA DRUG ( CHEMICAL CODE NUMBER 
9670 

4. NNtEAND ADDRESS OF REGISTRANT &elude Na., Street, a% star* and2IP Code) 5. YEAR FOR WHICH QUOTA IS REQUESTED 
2010 (b)(4) 

• 6. DEA MANUFACTURING REGISTRATION NUMBER 
(b)(4);(b)(7)(E) 

7. . • • LII :. ' i • 1 : -.I, .. 4 • I • -•I 10. E-MAIL ADDRESS 
(b)(6) (b)(4),(b)(6) 

NOTE: Alt quantities are to be expressed in grams et anhydrous acid, base, or alkaloid (not as salts), 

11. QUOTA HISTORY 
QUOTAS PREVIOUSLY ISSUED BY DEA QUOTA REQUESTED 

( 2010 ) 

9.500.000 grams 

2.d PRECEDING YEAR 
( 2007 ) 

1., PRECEDING YEAR ' 
( 2005 ) 

CURRENT YEAR 
( 2009 ) 

440.000 grams 1.800.000 grams 7 000.000 grams 

12. PRODUCTION DATA 2to PRECEDING YEAR tat PRECEDING YEAR ESTIMATE FOR 
CURRENT YEAR 

ESTIMATE FOR YEAR FOR 
WHICH QUOTA IS 

REQUESTED 
I. INVENTORYAS Or DEC. 21 

e. Bulk CoatroIled substance or List I Chemical 

b. irl-prcoess material  

c. Contained In FINISHED Dense FOITS 

TOTAL (a r b +c) 

• •••V':• ••:•=•*':•:::•••:*•••:':' '.•'• •: .. • ;* _. :••••• *i••;••::  5.'": •:'• 1• '- ' ::;:: .: • '••• • - Pic .-?: ;. :,!•1,  •  * '• 

603,308  796.770 1,680,209 1,969,654 
0 0 0 0 
0 0 I 0 0 

603,306 796,770 1,680,209 1,969,654 

IL DISPOSITION (SALE )1 UTILIZATION 

e. Domestic 

b. Exports 

TOTAL (a + b) 

 ' • .. ....;::iq,:-.I .•::: '• .:-... :A.•,.'I•: . :''. :*;:::5:***' • 1 ' . • • .: 7 - •.:."•;:::. .:  • *::::. 

0 1,601,308 3,118,561 9,210,555 

0 0 0 0 

0 1,601,308 3,116,561 9,210,555 
IE. ACQUISITION / PRODUCTION 

a. Domestic Sources 

b. Impcvtattort 

TOTAL (s• b)  

''!;.44:8 •:• -•• .:' q:i;Ii: i';:!,;;;it,::;-%-s:*;i7.;•:,a;: f;,:: . Y..:.. ii •-,-4...;.p!!:,..::,1:...;•: .e& ..?::: jp.•:-A:.f.f:ii• ;li.: : .•:',: 

49 97 0 • 0 

0 1,794,175 4,000,000 9,500,000 

49 1,794,272 4,000,000 9,500,000 

13. IF THE PURPOSE IS TO MANUFACTURE ANOTHER SUBSTANCE(S), FURNISH THE FOLLOWING INFORMATION: 

NAME OF NEW SUBSTANCE 
DEA 

CHEMICAL 
CODE 

NUMBER 

AMOUNT USED FOR THIS PURPOSE %YIELD 
(Historical) , 

2No PRECEDING YEAR 1st PRECEDING YEAR CURRENT YEAR 
Oxycodone 
Codeine (for conversion) 
Thebaine 

9143 
9050 
9333 

0 
0 
0 

1,601,162 
0 
0 

0 
3,096,509 

20,052 

47% 
125% 
TBD 

14. IF THE PURPOSE IS TO MANUFACTURE THE BASIC CLASS OR LIST I CHEMCIAL INTO DOSAGE FORMS, FURNISH THE FOLOWING INFORMATION: 

NAME OF DOSAGE 
FORM 

(Include product faun, 
I.e., tablets, patches, 
etc. and strenethsI 

AUTHORITY 
TO MARKET 

THIS ' 
PRODUCT 

SCHEDULE 
i 

LIST 
AMOUNT USED FOR THIS PURPOSE 

ESTIMATE FOR 
CURRENT YEAR 

ESTIMATE FOR YEAR 
QUOTA IS REQUESTED 2" PRECEDING YEAR 15"T PRECEDING YEAR 

Sii-NATURP CIF APPI WANT PRINT or TYPE NAME and TITLE of SIGNER 
MANAGER 

DATE 

JUNE 19, 2009 
(b)(6) (b)(6) DEA MATERIALS CONTROL 

250 (May 2007) ALL PREVIOUS EDITIONS ARE OBSOLETE. 
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(b)(4) 

(b)(4) 

June 22, 2009 

Acting Deputy Administrator 
Drug Enforcement Administration 
Washington, D.C. 20537 

Attn: DEA Federal Register Representative IDocket No. DEA-318P] 

This letter constitutes (b)(4)  comments on the Proposed Initial Aggregate 
Production Quotas for 2010, as published in Federal Register on May 21, 2009, FR Vol 74, 
No. 97, pages 23881-23884. 

In light of the fact that (b)(4)  has no, knowledge of either the amounts of any 
available aggregate quotas or the planned allocation of any aggregat b)(4) 
requests that DEA make any adjustments to the aggregate quotas sufficient to satisy our 
requests for increased manufacturing quotas, which are outlined below. Because this 
comment contains proprietary information on our manufacturing quota needs, we also 
request that DEA treat this entire document as confidential., 

All requests below are stated in grams anhydrous base ("AA"). 

1100 Amphetamine 

(b)(4) 
requests that the initial aggregate be sufficient to include our request for 

2,900,000 grams AA of Amphetamine manufacturing quota for 2010. 

9050 Codeine (for Conversion) 

(b)(4) requests that the initial aggregate be sufficient to include our request for 
39,000,000 grains AA of Codeine (for Conversion) manufacturing quota for 2010. 

9145 Dihydromorphine 

b)(4) 

2,800,0 
.equests that the initial aggregate be sufficient to include our request for 

grams AA of Dihydromorphine manufacturing quota for 2010. 

Contains Confidential and Proprietary Information 
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9801 Fentanyl 

(b)(4) requests that the initial aggregate be sufficient to include our request for 
840,000 grams AA of Fentanyl manufacturing quota for 2010. 

9193 Hydrocodone (for Sale) 

(b)(4) requests that the initial aggregate be sufficient to include our request for 
30,000,000 grams AA of Hydrocodone manufacturing quota for 2010. 

9150 Hydromorphone 

(b)(4) requests that the initial aggregate be sufficient to include our request for 
1,420,000 grams AA of Hydromorphone manufacturing quota for 2010. 

9220 Levorphanol 

(b)(4) requests that the initial aggregate be sufficient to include our request for 8,300 
grams AA of Levorphanol manufacturing quota for 2010. 

9630 Opium Tincture 

(b)(4) requests that the initial aggregate be sufficient to include our request for 
930,000 grams AA of Opium Tincture manufacturing quota foi 2010. 

9143 Oxycodone (For Sale) 

(b)(4) requests that the initial aggregate be sufficient to include our request for 
28,000,000 grams AA of Oxycodone (For Sale) manufacturing quota for 2010. 

9143 Oxycodone (For Conversion) 

(b)(4) equests that the initial aggregate be sufficient to include our request for 
4,400,000 grams AA of Oxycodone (For Conversion) manufacturing quota for 2010. 

9652 Oxymorphone (For Sale) 

(b)(4) requests that the initial aggregate be sufficient to include our request for 
grams AA of Oxyrnorphone (For Sale) manufacturing quota for 2010. 

Contains Confidential and Proprietary Information 
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All other quota requests remain unchanged from 

Sincerely, 
(b)(6) 

Supervisor, Controlled Substance Compliance 
(b)(6) 

(b)(4) (b)(6) 

(b)(4) original request. 

Contains Confidential and Proprietary information 
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(b)(4) 

(b)(4) 

June 15, 2009 

Drug Enforcement Administration 
Office of Diversion Control 
8701 Morrisette Drive 
Springfield, VA 22152 

09.Jtili 17 P11 2: 50 
(b)(4) 

Subject: FR. Doc E9-11929[Federal Register: May 21, 2009 (Volume 74, Number 97)] (Notices] 
(Page 23881-23884T 

Dear Dr. Sannerud: 
(b)(4) 

wishes to comment on the proposed 2010 Tapentadol aggregate quota. The 
proposed amount for this class is 519,000 grams. On May 5, 2009 (b)(6) submitted a 
correspondence to DEA on behalf of (b)(4)  asking for a ruling on whether manufacturing 
quota for Tapentadol synthesized from the ether is necessary. We have not. received word at this 
time. Should quota be required to convert the ether to the Tapentadol base, 
concerned that the proposed APQ will not provide the necessary level of quota to allow 
manufacture of Tapentadol to adequately supply the needs of our customers. 
(b)(4) proposes the 2010 aggregate Tapentadol for Sale quota should be sufficiently increased 
to allow for adequate production to support 2010 and 2011 first quarter needs. The 2010 plan 
can be found in the following table. (b)(4)  would require at a minimum 20,821 kilogram 

Tapentadol base of procurement quota to import the T003028 (methyl ether of 
Tapentadol) to support 2010 sales and support the 102011 forecast. Should manufacturing quota 
be required to convert the ether to the base, for 2010  (b)(4) would  require 16,996 kilogram 
base manufacturing quota to support 2010 sales and 1Q2011 forecast. The amounts above 
include manufacturing yield losses for the steps manufactured at (b)(4) 
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Tapentadol methyl ether, 

ifBr salt (T003028)
316.28 18,716 13,098 11,037 7,724 29,752 20,821 

Tapentadoltiase 
(T002655) 

221 34 NA 10,69] NA 6,304 NA 16,996 

Tapentadol 
frydrochloride (R331333) 

258.80 11,206 9,62i 6,608 5,673 17,814 15,294 

*(b)(4) I intends to import 7,000 kg T003028 (4,899 kg equiv. Tapentadol base) from. 
in 4Q2009; the remaining volume (22,752 kg T003038, 15,922 Tapentadol base) will be 
imported in 2010. 

(b)(4) 

_CONFIDENTIAL )3 OSINESS INFORMATION 
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Apr „ 

(b)(4) 

2010 Proposed Aggregate 
-Tapentadol 

Tapentadol sales information will be 
(b)(4);(b)(7)(E) (b)(4) 

resented in the 
correspondence submitted with this 

have questions regarding this request, please do not hesitate to contact me at 

to ystems, A omphance and Security 

(b)(4) 

(b)(4);(b)(7)( letter If you 
(b)(6) 

2-of 2 
Page-1225 Vol. 1



(b)(4) 
Confidential 

15 June 2009 

Dr. Christine Sannerud 
Drug Enforcement Administration 
Quota Unit - ODEQ 
8701 Morrissette Drive 
Springfield, VA 22152 

09 JUN t 7 Plf 2: 50 

Re: 2010 Proposed Tapentadol Aggregate Production Quota (APQ) 
1(3)(4) (b)(4) 

Dear Dr. Sannerud: 

1(b)(4) 

Registration 1(b)(4),(b)(7)(E) I 

proposes that the 2010 Aggregate Production Quota for 
Tapentadol be set at 21,000 kg base drug. This would be sufficient to allow for 

amount of 20,821 kg base drug is necessary to support 
procurement requirements for 2010 and Q1 2011. 

In my letter of May 5th, 1 raised the question of the applicabilit of Manufacturing 
Quota for the Tapentadol HCI manufacturing process at which involves 
Tapentadol Methyl Ether as a starting material. If Tapentadol Manufacturing Quota 
is indeed required, please take the following estimated 20101m(4) (plant 
requirements for Procurement Quota into account when creating the APQ: 

planned procurement of Tapentadol HCI by (b)(4) as well as 
adequate inventory allowance  at (b)(4) for early 2011 shipments. Per the 
enclosed letter from1(b)(4) (importation of Tapentadol Methyl Ether in the 

(omit) 

(b)(4) 2010 Requirements: 
• 9,134 + 1,913 + 4,567 - 5,992 = 9,621 kg base 

Sales + Mfg Loss + Allowance — Inventory = Quota Request 

Forecast Sales consist of  (b)(4) which will be launched after 
finalization of schedbling, and (@)(4) (which will be submitted for 
NDA approval later this year. Of the 9,134 kg base'forecast for 2010 Sales, 
the•great majority, 8,127 kg base, is for the already approved 1(b)(4) 

b)(4) 
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(b)(4) 

(b)(6) 

(b)(4)  are owned by 
If you have any questions or require further information, please call me 

Sincerely, 

Director, DEA Compliance 
(b)(4) 

(b)(4) 

Confidential 
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2010 Establish Initial Aggregate Production Quotas 

• Section 306(a) of the Controlled Substances Act (CSA) requires the Attorney General to establish limits 
on the production of schedules I and II controlled substances. This responsibility has since been 
delegated to the Administrator of the Drug Enforcement Administration (DEA). 

• The attached Federal Register notice, prepared for your signature, established initial year 2009 aggregate 
production quotas (APQ) for schedules I and II controlled substances for which the United States has 
medical, scientific, industrial, export and reserve stock requirements. Also attached is a list of the 2008 
and proposed 2009 APQs for these substances for comparison. 

• Expeditious publication of this notice is necessary to ensure that quota is available at the beginning of 
2010 for manufacturing. The following points provide brief explanations of the changes from the 
proposed APQ values: 

Schedule I substances 
• The APQ for 4-methoxyamphetamine, alpha-methyltryptamine (AMT), lysergic acid diethylamide, 

and methaqualone, were increased due to additional applications received. Most of these substances are 
used in diagnostic kits and or reference standards. 

• The APQ for dihydromorphine was increased to support the manufacturing of hydromorphone. 

Schedule II substances 
• The APQ for amphetamine (for conversion) was increased: Amphetamine (for conversion) is used to 

manufacture lisdexamfetamine. Since the APQ for lisdexamfetamine is increasing, amphetamine (for 
conversion) subsequently needs to be increased. 

• The APQ for isomethadone was increased due to additional applications received. 

• The APQ for lisdexamfetamine increased due to increasing sales. The final 2009 revised APQ for 
lisdexamfetamine was also increased. 

• The APQ for methamphetamine stayed the same but the individual allocations between 
methamphetamine (far sale), methamphetamine (for conversion) and levo-desoxyephedrine were 
adjusted slightly. 

• The APQ for oxycodone (for sale) was increased for the following reasons: 

o Low ABUK oxycodone API. ABUK or alpha beta unsaturated ketones are impurities FDA has 
identified concerns with and subsequently requested manufacturers to alter their manufacturing 
processes to decrease the levels of ABUK in their API. Manufacturing low ABUK material 
incurs larger manufacturing losses. 

o Increased sales of dosage form manufacturers. The FDA estimated a 21.3% increased demand 
for oxycodone in 2009 and another 9.9% increase in 2010. The initial APQ is less than the final 
2009 revised APQ. 

• The APQ for oxycodone (for conversion) was increased. Oxycodone (for conversion) is used to 
manufacture oxymorphone. Since the APQ for oxymorphone is increasing, oxycodone (for conversion) 
subsequently needs to be increased. 

• The APQ for oxymorphone (for sale) was increased due to increased sales, and is established at the final 
2009 APQ value. 
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• The APQ for phenylacetone was increased due to additional applications received and to  support new 
manufacturing efforts. Phenylacetone is used to manufacture amphetamine. Historically 
imported phenylacetone to support their amphetamine manufacturing efforts. They intend to 
manufacture a portion of their phenyl acetone requirements as well as provide material to customers. 

(b)(4) 

Page 1229 

• The APQ for phenylacetone was increased due to additional applications received and to support new

manufacturing efforts. Phenylacetone is used to manufacture amphetamine. Historically |(b)(4)
imported phenylacetone to support their amphetamine manufacturing efforts. They intend to

manufacture a portion of their phenylacetone requirements as well as provide material to customers.
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• The APQ for phenylacetone was increased due to additional applications received and to support new

manufacturing efforts. Phenylacetone is used to manufacture amphetamine. Historically |(b)(4)
imported phenylacetone to support their amphetamine manufacturing efforts. They intend to

manufacture a portion of their phenylacetone requirements as well as provide material to customers.
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Initial Aggregate Production Quotas for 2009 

134616 CLASS• 

Company: 

2010 Initial Quota Worksheets 

(b)(4) 

Request: ' MU! OREF! #REFI #REFI #REFI #R61-1 
Current Year MQ: 9,100.000 50,000,000 12,500.000 4,511.000 244,000 
Prey. Yr. Year-end Inv,: #REFI #REFI #REFI #REFI MEN #REF! 
Company's Pro). tny. Current Yr.: 0 2,658.351 14,000.000 4,501.000 120 5.000 

6.000 
Calculations 
base on initial grant 

amt. needed 
#REFI 

substance 
hydromerph 

MQ 
#REF!

yield 
% 

amt. needed substance MO yield anti. needed 
#REF! 

substance 
codein for sa 

MQ 
#REFI 

yield amt. needed 
68% #REFI 

substance MO 
codeine MIER 

yield sell to other companies 
88% 

amt, need,
#REF! 

total need 

NREF! 

#REFI 

oxycodone #REF! % #REF1 
#REF! 
#REFI 

#REFI 

codeine tor 
hydromorpi
morphine 

#REF! 
#REF! 
#REFI 

100% 
44% 
84% 

#REFI 
#REFI 
#REFI 

#R5F! 

coden ter co 
dihydremorM 
hydrontrophc* 
nalbuphino 

#REF! 
#REFI 
#REFI 

88% 
95% 
54% 
26% 

#REFI 

c.odelne for con 88% *REF! 

#REFI 

INITIAL MQs 
utilized prey year (est) 
allowed YEt 
cakualtion 

#REF! 
#REF! 

9,930.148 
#REF! 
#REFf 

37,091,320 
;REF! 
UREF! 

21,418.840 
#REF! 
#REFI. (120.000) 

25 

#REFI 
#REFI 

MQ: 
Total Initial MQs: 

- 
76.675.000 +others e. 

9,100.000 
76,675,000 

50,000.000 15,100.000 2,475.000 244.000 

FURTHER CALCULATIONS 

### 
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Initial Aggregate Production Quotas for 2009 

(b)(4) 

Substance 
code,ne 
hydrontorphona 

6,,gage.1.4 3.2) 

Initial Aggregate Production Quotas for 2009

(b)(4)

substance

codeine

hydromorphone

Vol. 1

Initial Aggregate Production Quotas for 2009

(b)(4)

substance

codeine

hydromorphone
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b)(4) ( 

Initial Aggregate Production Quotas for 2009 

BASIC CLASS: 
PQ Total: 

Company: 
Request: 
Current Year MO: 
Prey. Years Sales: 
Total Prey. Year's Sales: 
% of Prey. Year's Sales: 
Share of Next Year's PQs: 
Prey. Yr. Year-end Inv.: 
Proj. Exports Current Year: 
estimated sales current year: 
Proj. Exports Next Year: 

Company's Proj. Inv. Ciirrent Yr.: 
DEA's Proj. Inv. Current Year: 

2010 Initial Quota Worksheets 
#REF! kg est as 2010 request less 2009 packaging 

(b)(4) 

#REF! #REF! #REF! #REFI #REF! #RLF! 41-(LI-1 
0 408.000 4,003.400 29,011.000 23,463.000 38,173.000 

#REF! #REF! #REF! #REF! #REF! #REF! #REF! 
#REF! #REF1 #REF! #REFI #REFI #REF! #REF! 

#REF1 #REF! #REF! #REF! #REFI #REF! #REF! 

#REF! #REF! #REF! #REF! #REF! #REF! #REF! 

#REFI #REF! #REFI #REF! #REFI #REF! #REF! 

0 - 17.409 2,000.000 
0 450.000 1,350.000 30,976.117 26,547.000 25,635.000 78.300 
0 - 17.400 3,000.000 

0 50.000 670.294 7,041.404 6,957.000 7,500.000 795.532 

#REF! #REF! #REF1 #REF! #REF! #REF! #REF1 

INITIAL MQs 
213 calculation #REF! #REF! #REF1 #REFI #REFI #REF1 #REF1 

Caic. Using Company's Inv.: #REFI #REF! #REF! #REFI #REF! #REF! #REF! 
Caic. Using DEA's Inv.: #REF! #REFI #REF! #REF! #REF! #REFI #REF! 
calc. using CFR 50% inventory #REF! #REF! . #REF! #REF! #REF! #REF! #REF! 
Further Calculation: 
MIT - 475.000 28,000.000 22,400.000 31,525.000 -
Total Initial MQs: 82,400.000 + others #REF! = #REF! 

FURTHER CALCULATIONS 

Update numbers below 

states sun is customer but they have not submitted quota applications for oxycodone 
quotas were adjusted to what they should be after the revised APQ is published (b)(4) 

(b)(4 sales are higher than the 2008 market share; est. 733 kg for 2009 

FDA est: APQ last year • est= 0 
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Initial Aggregate Production Quotas for 2009 

BASIC CLASS: 
PQ Total: 

Company: 

2010 Initial Quota Worksheet 
#REF! kg 

9652 

(b)(4) 

Request: #REF1 #REF! #REF! #REF1 #REF! #REF! #REFI #REFI #REF! 

Current Year MO: 0.001 0.060 75.000 0 187.000 2,165.000 3.000 226.000 85 

Prey. Year's Sales: #REFI #REF! #REFI #REF! #REFI #REF! #REF! #REF! #REFI 
Total Prey. Year's Sales: #REF! #REF! #REF! #REF! #REF! #REFI #REF! #REF1 #REF! 

'Yo of Prey. Year's Sales: #REFI #REFI #REFI #REF! #REF! #REFI #REF! #REF! #REF! 
Share of Next Year's PQs: #REFI #REFI #REFI #REFI #REF! #REFI #REF! #REF! #REF! 
Prey. Yr. Year-end Inv.: #REF! #REF! #REF! #REF! #REF! #REF! #REFI #REF! • #REF! 
Proj. Exports Current Year: 0 - 66.400 - - 

estimated current year sales: 0.001 0.010 • 66.000 137.950 1,410.476 3.500 18.000 2.550 
Proj. Exports Next Year: 0 - 66.400 -
Company's Proj. Inv. Current Yr.: - 0.001 0.196 9.000 0 82,219 • 239.348 0.600 10.000 19.022 

DEA's Proj. Inv. Current Year: #REF! #REF1 #REFI #REFI #REFI #REF! #REF! #REF! . #REF! 

INITIAL MQs 
213 calculation #REF! #REFI #REF! #REF! #REFI #REF! #REF1 #REF! . #REF! 
Cale. Using Company's Inv.: #REF! #REFI #REFI #REF! #REF! #REF! #REF! #REF! #REFI 
Cale. Using DEA's Inv.: #REF! #REF! #REF! #REF! #REF! #REF! #REF! #REF! #REF! 
Calc. using CFR 50% inventory #REF! #REF! #REF! #REF! #REF! #REFI #REF! #REF! #REF! 
Further Calculation: 
MQ: 0.001 0.060 0.002 187.000 2,000.000 3.000 300.000 

Total Initial MQs: 2,490.063 + others = 2,490.063 

FURTHER CALCULATIONS Initial 

Update numbers below 

FDA est: APQ last year est = 0 
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Initial Aggregate Production Quotas for 2009 

BASK CLASS: 

Company:. 
Requeer: 

1010 Initial Quota Worksheets 9333 

(b)(4) 
*REFS CREF5 *REF I fREF/ CREFI *REF! 

Current Year arca: 418.000 41.000.000 23,500 000 8.048.000 
Free, Yr. Year-end Inv.: aREFI %REP! *REF! *REF! AREFI IiREF! 

COmPanrS Prof. Inc. Current Yr.: 1,202.000 ... 7,538.379 282.000 3,158 033 

Calculations amt. needed substage.* MO yield amt. needed substance MO yield arnt, needed substance MO yield anti. needed sutztancie MO . yield *MI: needed substance MO yield amt. needed substance 

total need 

*REF! 
MEN 
*REF! 

oxycodone 
hydrommori 

*REF/ 
aRET1 

aREFi 
*REP 
*REF! 

04 000:411 *REM 
liven:toad° *REF! 

80% *REP! 
61% 

iser7Odoite 
briprenotolane 

tIREF1 80% CREPt 

*REF! 

oxycorlone 
buorericrpt,itle 

siREFI 8344 -*REFS 

*REFI 

oxycolone *RD' I 75% *REP! orycodone 

*REF! 

INITIAL MOs • 
Urdiazaton previous year 
allowable YEt 
calculation 

*REF' 
*REFS 

2.402.402 
;REF! 
*REM 

58 080 
*REF! 
*REF! 

42,000.134 
*REF! 
*REFS 

22.822000 
*REFS 
*REF! 

4.100,193 
aREFi 

MCI: 
Total initial Ms: 

- 
62,457.000 ♦ Milers 0 030 e 

- 
62,457.030 

757.000 43800.000 ' 14600.000 4,100.000 

FURTHER CALCULATIONS 

(b)(4) (b)(4 

2.445.652 liyelcoosclone 46% 1: 125 nob 

- ortooccne 70% 0 
2,445.852 est 2010 need 

4755 est 2009 need 
1,800.16 allowable YEI 2010 

155.27 2009 est Vol 
4.030.55 kg PO 
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Initial Aggregate Production Quotas tor 2009 

MO yie 
VREFI 

EboacJAP 

Initial Aggregate Production Quotas for 2009

MQ yie'O

*PEF! flS%

rr*jr* i^T)^2^Vol. 1

Initial Aggregate Production Quotas for 2009

MQ yie'O

*PEF! flS%
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Initial Aggregate Production Quotas for 2009 

BASIC CLASS: 
PQ Total: 

Company: 
Request: 
Current Year MQ: 
Prey. Year's Sales: 
Total Prev. Year's Sales: 
% of Prey. Year's Sates: 
Share of Next Year's PQs: 
Prey. Yr. Year-end Inv.: 
Proj. Exports Current Year: 
Proj. Exports Next Year: 
Company's est. sales current yr 
Company's Proj. Inv. Current Yr.: 
DEA's Proj. Inv. Current Year: 

2010 Initial Quota Worksheets 
#REFI kg est as 2010 request less 2009 packaging 

(b)(4) 

#REF! 
32.000 

#REF! 
#REF1
#REF! 
#REF! 
#REF1 

#REF! 
600.000 

#REF! 
#REF! 
#REF! 
#REF! 
#REF! 

#REF! 
19,000.000 
#REF! 
#REF1 
#REF1 
#REFI 
#REFI 

300.000 
300.000 

#REF! 
16,724.000 
#REFI 
#REF1 
#REF! 
#REF! 
4,822.140 

656.344 18,545.645 12,150.000 
622.300 9,064.554 5,000.000 

#REFI #REF! #REF! 9,396.140 

#REFI 

#REFI 
#REF1 
#REF! 
#REF! 

INITIAL MQs 
213 calculation #REFI #REF1  #REFI 14,364.093 
Calc. Using Company's Inv.: #REFI #REFI #REFI #REF! #REFI 
Calc. Using IDEA's Inv.: #REF! #REF! #REF! #REF! #REF! 
Calc. using CFR 50% Inventory #REF! #REF! #REF! #REF! #REF! 
Further Calculation: 
MQ: 32.000 600.000 22,000.000 16,500.000 
Total Initial MQs: 39,132.000 + others #REFI = #REF! 

FURTHER CALCULATIONS • 

Update numbers below 
(b)(4 efforts moved to 2010, recommend granting same quota in 2010 
(b)( market share has increased compared to 2008; recommend granting 600.000 kg 

Initial 
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(b)(4) 

Initial Aggregate Production Quotas for 2009 

BASIC CLASS: 
PQ Total: 

Company: 

2010 Initial Quota Worksheet 9230 
#REF! kg est as 2010 request less 2009 packaging 

(b)(4) 

Request: 0.001 #REF! #REF! 46.000 #REF! 
Current Year MQ: 0.001 3,908.000 0.002 46.000 950.000 
Prey. Year's Sales: #REF! #REF! #REF! 
Total Prey. Year's Sales: #REF! #REF! #REF! #REF! #REF! 
% of Prey. Year's Sales: #REF! #REF! #REF! #REF! #REF! 
Share of Next Year's PQs: #REF! #REFI #REF! #REF! #REF! 
Prey. Yr. Year-end Inv.: #REF! #REFI #REF! #REF! 
Pro]. Exports Current Year: - 74.255 
Company est. sales current yr. 0.001 3,850.000 0.002 - 1,343.246 
Proj: Exports Next Year: - - - 43.500 

Company's Proj. Inv, Current Yr.: 0.001 • 1,147.000 0.001 - 686.000 
DEA's Proj. Inv. Current Year: #REF! #REF! #REFI 46.000 #REFI 

INITIAL MQs 
213 calculation #REF! #REF1 #REFI 30.667 #REF! 
Calc. Using Company's Inv.: #REF! #REFI #REF] #REF! #REFI 
Calc. Using DEA's Inv,: #REF! #REFE #REF! #REF! #REF! 
talc. using CFR 50% inventory #REF! #REF! #REFI #REF! #REF! 
Further Calculation: 
MQ: 0.001 2,200.000 0.002 46.000 #REF! 
Total Initial MQs: #REF! + others , #REF! 

FURTHER CALCULATIONS 

Update numbers below 
plant runs 4 @ 11 kg; 10 fab @ 0.2kg 

Initial 
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Initial Aggregate Production Quotas for 2009 

BASIC CLASS: 

PQ Total: 

Company: 
Request: 
Current Year MQ: 
Prey. Year's Sales: 
Total Prey. Year's Sales: 
% of Prey. Year's Sales: 
Share of Next Year's PQs: 
Prey. Yr. Year-end Inv.: 
Proj. Exports Current Year: 
company est. sales current year 
Proj. Exports Next Year: 
Company's Proj. Inv. Current Yr.: 
DEA's Proj. Inv. Current Year: 

2010 Initial Quota Worksheets 
#REF! 

(b)(4) 

#REF! 
3,056.500 

#REF! 
#REF! 
#REFI 
#REF! 
#RER 

3,004.000 

kg 

#REF! 
80.000 

#REF! 
#REF! 
#RER 
#REF! 
#REF! 

9250 

#REFI #REF! 
12;000:900 2,900.000 

#REF! i#REr! 
#REF! #REF!
#REF! #REFI 
#REFI #REF! 
#REF! #REF! 

12,442.182 2;381.640 

1,743.419 4,066.243 847.560 
#REF!. #REF! #REF! #REF! 

INITIAL MQs
213 calculation #REF! #REF! #REF! #REFI 
Calc. Using Company's Inv.: #REFI #REF! #REFI.; #REF! 
Cale. Using DEA's Inv.: #REF! #REF! #REF1 #REF! 
talc. using CFR 50% inventory -#REF! #REF! #REF! #REF! 
Further Calculation: 
MQ: 2,352.000 62.000 12,000.000, 2,900.000 
Total Initial MQs: 17,314.000 + others #REF! = 

FURTHER CALCULATIONS 

Update numbers below 

#REF! 
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Initial Aggregate Production Quotas for 2009 

BASIC CLASS: 2010 Initial Quota Worksheets 
3000 

Company: 
Request: 
Current Year MQ: 
Prey. Yr. Year-ertd tnv.: 
Company's Prof. Inv. Current Yr.: 

Calculations 

(b)(4) 

#REF! 

#REF! 

#REF! 
12.000.000 

tiREF! 
4,400.000 

#REFI 
2.900.000 
#REF! 
260.000 , 

amt. needed substance MO yielc amt. needed substance MQ yield amt. needed substance MQ 

#REF! methadone #REF! 50% #REF! methadone #REF! 97% #REF! methadone #REF! 

total need #REF! 

utilization previous year 
allowable year-end inventory 

calculated MQ required 

MQ 
MQ total: 20,400.000 + other #REF! 

. FURTHER CALCULATIONS 

Update numbers below 

(b)( 
4) 

purchased methadon intermediate from 

4RER 

#RER 

#REFI 

13.773.915 
#REFI 

#REFI 

3,065.935 
#REFI 

#REF! #REFJ 

3.500.000 12,800.000 4,100.000 

b)(4) and now is going to manufacture a portion of their requirements 

PQ request 3,000.000 
MO request 3.500.000 

6,500.000 

methaRagen42a3gt (2) Vol. 1



Initial Aggregate Production Quotas for 2009 

yield 
92% 
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Initial Aggregate Production Quotas for 2009
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Initial Aggregate Production Quotas for 2009 

BASIC CLASS: 
PQ 

Company: 
Request: 
Current Year MQ: 
Prey. Year's Sales: 
Total Prey. Year's Sales: 
% of Prey. Year's Sales: 
Share of Next Year's POs: 
Prey. Yr. Year-end Inv.: 
Proj. Exports Current Year: 
Proj. Exports Next Year: 
company est. sales current year 
Company's Proj. lnv. Current Yr.: 
DEA's Proj. Inv. Current Year: 

INITIAL MQs 
2/3 calculation 
Calc. Using Company's Inv.: 
Cabo. Using DEA's Inv.: 
Cabo. w/ CFR 50% inventory 
Further Calculation: 

2010 Initial Quota Worksheets 9273 
#REF! kg 

(b)(4) 

#REF! #REF! 
19,000.000 43,037.000 

#REFI #REF! 
#REF! #REF! 
#REFI *REF! 
#REFI #REF! 
#REFI #REFI 
414.000 1,440.000 
414.000 1,440.000 

37,675.827 58,779.300 
10,847.752 19,100.000 

#REF! #REF! 

#REF! #REF! 
#REFI #REF1 
#REFI #REF! 
#REFI #REF! 

MQ: 38,000.000 36,737.000 
Total Initial MQs: 74,737.000 + others #REFI #REFI 

FURTHER CALCULATIONS 

Initial 

2010 est. sales 

2009 est. sales 
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Initial Aggregate Production Quotas for 2009 

BASIC CLASS: 
PQ Total: 

Company: 
Request: 
Current Year MQ: 
Prey. Year's Sales: 
Total Prey. Year's Sales: 
% of Prey. Year's Sales: 
Share of Next Year's POs: 
Prey. Yr. Year-end Inv.: 
Proj. Exports Current Year: 
estimated sales current year: 
Proj. Exports Next Year: 

Company's Proj. Inv. Current Yr.: 
DEA's Proj. Inv. Current Year: 

2010 Initial Quota Worksheets 
#REF! kg est as 2010 request less 2009 packaging FDA Est: . 3.80% 

(b)(4) 

#REF! 
72.000 

#REF! 
#REF! 
#REF! 
#REF! 
#REF! 

3.000 

#REF! 
22.500 

#REFI 
1,410.179 

#REF! 
#REF! 
*REF! 

#REF! 
500.000 
#REF! 
#REF! 
#REF! 
#REF! 
#REF! 

103.000 13.000 874.956 
5.000 
5.525 5.608 407.612 

#REF! #REF! #REFI 

#REF! 
620.000 

#REF! 
#REF! 
#REF! 
#REF! 
#REF! 

71.059 
614,313 
104.480 
170.672 589.417 

#REF! 

INITIAL MQs 
2/3 calculation #REF! #REF! #REF! #REFI #REF! 
Calc. Using Company's Inv.: /*REF! #REFI #REF! #REF! 
Calc. Using DEA's Inv.: #REF! #REF! #REF! #REFI 
talc. wl CFR 50% inventory #REF! #REF! #REF! #REF! 
Further Calculation: 
MQ: 82.000 6.000 711.000 840.000
Total Initial MQs: 1,639.000 4. others 0.003 = 1,639.003 too high > APQ 

FURTHER CALCULATIONS 

Initial 
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Initial Aggregate 

BASIC CLASS: 2010 Initial Quota Worksheets 9193 
PCI Total: #REF! kg est as request less 

Production Quotas for 2009 

request (b)(4) transfer 

Company: 
(b)(4) 

Request: #REFI #REFI #REF! #REFI #REF! #REF! 
Current Year MQ: 281.000 4,135.000 22,000.000 25,306.000 2,697.000 
Prey. Year's Sales: #REF1 #REF! #REF! #REF! #REF! #REF! 
Total Prey. Year's Sales: #REFI #REF! #REF! #REFI #REF! #REF! 
% of Prey. Year's Sales: #REF1 #REF! #REF! #REF! #REF! #REF! 
Share of Next Year's P Qs: #REF! #REF! #REF1 #REF! #REF! #REF! 
Prey. Yr. Year-end Inv.: #REF! #REF! #REF1 #REFI #REF! #REF! 
Proj. Exports Current Year: - - 6.100 -
estimated sales current year: 250.000 3,662.425 23,550.487 24,545.000 200.000 3,050.000 
Proj. Exports Next Year: - 6.100 - . -
Company's Proj. Inv. Current Yr.: 150.000 1,667.927 8400.000 5.013 1,000.000 2,649.242 
DEA's Proj. Inv. Current Year: #REF1 #REF! *REF! #REF! #REF! #REF! 

INITIAL MOs 
213 calculation #REFI #REF! #REF! #REFI #REF! #REF! 
Ca lc. Using Company's Inv.: #REF! #REF! #REF! #REF! #REF! #REF1 
Cale. Using DEA's Inv.: fIREF! #REF! #REFI #REFI #REF! #REF! 
Cato. using CFR 50% inventory (based on market shan #REF! #REF1 #REF! #REF1 #REF1 #REF! 

Further Calculation: 
3;096.000 20,578.000 24,211.000 500.000 1,125.000 

Total Initial MQs: 49,510.000 + others 0.021 = 49,510.021 

FURTHER CALCULATIONS 

Update numbers below 

1((b)(4) has no justification for their request - recommend zero 
b)(4) grant one batch 400 kg (based on 2009 sales, 2010 est sales, allowable YEI in 2010 and estimated 2009 YEI) 

(b)(4) sales are estimating to triple next year! Arcos shows 8 kg sold through June, stick to est. based on market share 
(b)(4) situation is very complicated: they keep switching material back and forth between facilities for various salt manufacturing and next year they are switching roles 
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Initial Aggregate Production Quotas for 2009 

BASIC CLASS: 2010 Initial Quota Worksheets 
PQ Total: #REF! est. as request less 2009 packaging 

(b)(4) 

Company: 
Request: 
Current Year MQ: 
Prey. Years Sales: 
Total Prey. Years Sales: 
% of Prey. Year's Sales: 
Share of Next Years PQs: 
Prey. Yr. Year-end Inv.: 
Proj. Exports Current Year: 
company's est. current year sales 
Proj. Exports Next Year: 
Company's Proj. Inv. Current Yr.: 
DEA's Proj. Inv. Current Year: 

(b)(4) 

#REF! #REF! #REF! #REF1 #REF! #REF! #REF! 
- 156.000 400.000 300.000 1.174.000 898.000 40.000 

#REF! #REF! #REFI #REF! #REFI #REF! • #REF! 
#REF! #REF! #REF! #REF! #REF! #REF! #REF! 
#REF! #REF! #REF! #REF! #REF! #REF! #REF! 
#REF! #REF! #REF! #REFI #REF! #REF! #REF! 
#REFI #REF1 #REF1 #REF! #REFI #REF1 #REF1 

- 50.000 
153.000 252.000 218.050 1,128.588 808.000 

- - 13.350 -
- 3.000 - 95.193 467,759 639.000 12.923 

#REF1 #REF! 125.000 #REF1 #REFI #REF! #REFI 

INITIAL MQs 
2/3 calculation #REFI #REFI #REF! #REF! #REF! #REFI #REF! 
Cale. Using Company's Inv.: #REFI #REF! #REF! #REF! #REF1 #REF! #REF! 
Caic. Using DEA's Inv.: #REF! #REF! #REF! #REF! #REF! #REF! #REF! 
Calc. using CFR 50% inventory #REF! #REF! #REFI #REF! #REF! #REF! #REF! 
Further Calculation: 
MQ: - 156.000 336.000 300.000 1.420.000 1.369.000 - too high » APQ 
Total Initial MQs: 3,581.000 + others #REFI = #REF! 

FURTHER CALCULATIONS 
Update numbers below 
(b)(4)  but no justification; requesing same as last year - grant 
(b)(4) io justification 
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BASIC CLASS: 2010 Initial Quota 
PQ Total: #REFI 

Company: 

Worksheel 
kg 

Initial Aggregate Production Quotas 

9050 

for 2009 

(b)(4) 

Request: #REF! #REFI #REF! #REF! #REFI requested 

Current Year MQ: 450.000 18.000.000 10,013.000 3,750.000 
Prey. Year's Sales: #REF! #REFI #REF! #REF! 
Total Prey. Year's Sates: #REF! #REF! #REF! #REF! 
% of Prey. Year's Sales: #REFI #REF! #REF! #REF! 
Share of Next Year's PQs: #REFI #REFI #REF! #REF! 
Prey. Yr. Year-end Inv.: #REFI #REFI #REF! #REFI 
Pro}. Exports Current Year: 740.000 
Company est. current year sales 370.000 14,768.000 11,866.000 925.000 
Proj. Exports Next Year: 740.000 
Company's Proj. Inv. Current Yr.: 228.052 7,474.029 5,600.000 600.000 
DEA's Pro]. Inv. Current Year: #REF! #REF! #REF! #REF! 

INITIAL MQs 
213 calculation #REF! #REFI #REF! #REF! 
Calc. Using Company's Inv.: #REF! #REF! #REF! #REFI 
Cale. Using DEA's Inv.: #REF! #REF! #REF! #REF! 
Calc. w/ CFR 50% inventory #REFI #REF! #REFI #REF! 
Further Calculation: 
MQ: 450.000 10,320.000 3,305.000 800.000 
Total Initial MQs: 14,875.000 + others #REFI w-- #RER 

FURTHER CALCULATIONS 

Update numbers below 

2010 MQ request #REF! 
2010 APQ #REFI 
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Initial Aggregate Production Quotas for 2009 

BASIC CLASS: 

Company: 
Request: 
Current Year MO: 
Prey, Yr, Year.end Inv.: 
Company's Proj, Inv. Current Yr.: 

Calculations 
(based on initial IYIQl 

total need 

2010 initial Quota Worksheets 9050 

(b)(4) 

eREFI 
0 

MEN 
0 

tREP1 
14000 

#REP1 
4,170,034 

SREF1 
32556 

OREFI 
2,446.949 

ISREF! 
280 

PREP! 
430.000 

amt needed substance MQ yield zmt. needed substance tv(Q yield amt. needed substance MO yield amt. needed substance MO yield 
O hydrocodon - 85% *REF! hydrncndor PREF/ 53% SREF! IrMrocodone ?REF! 92% dREF! hydrocodor //FIEF! 85% 

oxycodone OREFt SREF! dihydrocodeii &REF! 82% 
i7REFI codeine (%* *REM 91% 

O trREPI ORM SREFI 

INITIAL MQs 
Utilized previous year 0 9,046.781 28,938.690 850.000 
Authorized YEI 0 (OREM OREFI 
calculation PREF] #REFI PREF! 
MO: 0 6012 32,556.000 0 
Total Initial MOs: 38568 + others = 38.568.000 

FURTHER CALCULATIONS 

PPP 

Age
v 

1245... 
Codeine erconvers.ony v) 
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Billing Code 4410-09-M 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[DEA # 318E] 

Controlled Substances: 
Established Initial Aggregate Production Quotas for 2010 

AGENCY: Drug Enforcement Administration (DEA), Justice. 

ACTION: Notice of aggregate production quotas for 2010. 

SUMMARY: This notice establishes initial 2010 aggregate production quotas for controlled 

substances in schedules I and II of the Controlled Substances Act (CSA). 

EFFECTIVE DATE: (insert date of publication). 

FOR FURTHER INFORMATION CONTACT: Christine A. Sannerud, Ph.D., Chief, Drug & 

Chemical Evaluation Section, Drug Enforcement Administration, Washington, D.C. 20537, 

Telephone: (202) 307-7183. 

SUPPLEMENTARY INFORMATION: Section 306 of the CSA (21 U.S.C. § 826) requires 

that the Attorney General establish aggregate production quotas for each basic class of controlled 

substance listed in schedules I and R. This responsibility has been delegated to the Administrator 

of the DEA by 28 CFR § 0.100. The Administrator, in turn, has redelegated this function to the 

Deputy Administrator, pursuant to 28 CFR § 0.104. 

The 2010 aggregate production quotas represent those quantities of controlled substances 

that may be produced in the United States in 2010 to provide adequate supplies of each substance 

for: the estimated medical, scientific, research and industrial needs of the United States; lawful 

1 
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export requirements; and the establishment and maintenance of reserve stocks 

(21 U.S.C. § 826(a) and 21 CFR § 1303.11). These quotas do not include imports of controlled 

substances for use in industrial processes. 

On May 21, 2009, a notice of the proposed initial 2010 aggregate production quotas for 

certain controlled substances in schedules 1 and II was published in the Federal Register (74 FR 

23881). All interested persons were invited to comment on or object to these proposed aggregate 

production quotas on or before Tune 22, 2009. 

Twelve responses (eleven from DEA registered manufacturers, and one from a non-DEA 

registrant) were received within the published comment period, offering comments on a total of 

28 schedule I and II controlled substances. One additional comment was received after the 

comment period ended and therefore was not considered. The commenters stated that the 

proposed aggregate production quotas for 3,4-methylenedioxyamphetmaine, 3,4-

methylenedioxyethylamphetamine, 3,4-methylenedioxymethamphetamine, alfentanil, 

amphetamine (for sale), codeine (for sale), codeine (for conversion), dihydromorphine, fentanyl, 

gamma hydroxybutyric acid, hydrocodone, hydromorphone, isomethadone, levo-

desoxyephedrine, levorphanol, lisdexamfetamine, methamphetamine (for sale), morphine (for 

conversion), nabilone, opium (tincture), oxycodone (for sale), oxycodone (for conversion), 

oxymorphone (for sale), remifentanil, sufentanil, tapentadol, tetrahydrocannabinols, and thebaine 

were insufficient to provide for the estimated medical, scientific, research and industrial needs of 

the United States, for export requirements and for the establishment and maintenance of reserve 

stocks. 

2 
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In arriving at the aggregate production quotas, DEA has taken into consideration the 

above comments along with the factors set forth at 21 CFR § 1303.11(b) and other relevant 2009 

factors, including 2009 manufacturing quotas, current 2009 sales and inventories, 2010 export 

requirements, additional applications received, and research and product development 

requirements. Based on this information, DEA has adjusted the initial aggregate production 

quotas for 4-methoxyamphetamine, alpha-methyltryptamine, amphetamine (for conversion), 

dihydromorphine, isomethadone, levo-desoxyephedrine, lisdexamfetamine, lysergic acid 

diethylamide, methamphetamine (for sale), methamphetamine (for conversion), methaqualone, 

oxycodone (for sale), oxycodone (for conversion), oxymorphone (for sale) and phenylacetone to 

meet the legitimate needs of the United States. 

DEA proposed the aggregate production quota for tapentadol at 519,000 g in the 2010 

proposed initial aggregate production quota notice published on May 21, 2009 in the Federal 

Register (74 FR 23881). Tapentadol is no longer listed because the material will be imported 

into the United States and not manufactured domestically. 

Regarding 3,4-methylenedioxyamphetmaine, 3,4-methylenedioxyethylamphetamine, 3,4-

methylenedioxymethamphetamine, alfentanil, amphetamine (for sale), codeine (for sale), codeine 

(for conversion), fentanyl, gamma hydroxybutyric acid, hydrocodone, hydromorphone, 

levorphanol, morphine (for conversion), nabilone, opium (tincture), remifentanil, sufentanil, 

tetrahydrocannabinols, and thebaine DEA has determined that the proposed initial 2010 

aggregate production quotas are sufficient to meet the current 2010 estimated medical, scientific, 

research and industrial needs of the United States. 

Pursuant to 21 CFR § 1303, the Deputy Administrator of DEA will, in 2010, adjust 
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aggregate production quotas and individual manufacturing quotas allocated for the year based 

upon 2009 year-end inventory and actual 2009 disposition data supplied by quota recipients for 

each basic class of schedule I or II controlled substance. 

Therefore, under the authority vested in the Attorney General by Section 306 of the CSA 

(21 U.S.C. § 826), and delegated to the Administrator of DEA by 28 CFR § 0.100, and 

redelegated to the Deputy Administrator pursuant to 28 CFR § 0.104, the Deputy Administrator 

hereby orders that the 2010 initial aggregate production quotas for the following controlled 

substances, expressed in grams of anhydrous acid or base, be established as follows: 

Basic Class — Schedule I Established 2010 Quotas 
2,5-Dimethoxyamphetamine 2 g 
2,5-Dimethoxy-4-ethylamphetamine (DOET) 2 g 
3-Methylfentanyl 2 g 
3-Methylthiofentanyl 2 g 
3,4-Methylenedioxyamphetamine (MDA) 25 g 
3,4-Methylenedio y-N-ethylamphetamine (MDEA) 10 g 
3,4-Methylenedioxymethamphetamine (MDMA) 20 g 
3 ,4,5-Trimethoxyamphetamine 2 g 
4-Bromo-2,5-dimethoxyamphetamine (DOB) 2 g 
4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 2 g 
4-Methoxyamphetamine 77 g 
4-Methylaminorex 2 g 
4-Methyl-2,5-dimethoxyamphetamine (DOM) 2 g 
5-Methoxy-3,4-methylenedioxyarnphetamine 2 g 
5-Methoxy-N,N-diisopropyltryptamine 5 g 
Acetyl-alpha-methylfentanyl 2 g 
Acetyldihydrocodeine 2 g 
Acetylmethadol 2 g 
Allylprodine 2 g 
Alphacetylmethadol 2 g 
Alpha-ethyltryptamine 2 g_ 
Alphameprodine 2 g 
Alphamethadol 2 g 
Alpha-methylfentanyl 2 g 
Alpha-methylthiofentanyl 2 g 
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Alpha-methyltryptamine 2 g 
Aminorex 2 g 
Benzylmorphine 2 g 
Betacetylmethadol 2 g 
Beta-hydroxy-3-methylfentanyl 2 g 
Beta-hydroxyfentanyl 2 g 
Betameprodine 2 g 
Betamethadol 2 g 
Betaprodine 2 g 
Bufotenine 3 g 
Cathinone 3 g 
Codeine-N-oxide 602 g 
Diethyltryptamine 2 g 
Difenoxin 3,000 g 
Dihydromorphine 3,300,000 g 
Dimethyltryptamine 3 g 
Gamma-hydroxybutyric acid 24,200,000 g 
Heroin 20 g 
Hydromorphinol 2 g 
Hydroxypethidine 2 g 
Ibogaine 1 g 
Lysergic acid diethylamide (LSD) 15 g 
Marihuana 4,500,000 g 
Mescaline 7 g 
Methaqualone 7 g 
Methcathinone 4 g 
Methyldihydromorphine 2 g 
Morph ne-N-oxide 605 g 
N-Benzylp perazine 2 g 
N,N-Dimethylamphetamine 7 g 
N-Ethylamphetamine 2 g 
N-Hydroxy-3,4-methylenedioxyamphetamine 2 g 
Noracymethadol 2 g 
Norlevorphanol 52 g 
Normethadone 2 g 
Normorphine 16 g 
Para-fluorofentanyl 2 g 
Phenomorphan 2 g 
Pholcodine 2 g 
Psilocybin 7 g 
Psilocyn 7 g 
Tetrahydrocannabinols 312,500 g 
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Thiofentanyl 2 g 
Trimeperidine 2 g 

Basic Class — Schedule II Established 2010 Quotas 
I -Phenylcyclohexylamine 2 g 
1-piperdinocyclohexanecarbonitrile 2 g 
Alfentanil 8,000 g 
Alphapro dine 2 g 
Amobarbital 3 g 
Amphetamine (for sale) 17,000,000 g 
Amphetamine (for conversion) 6,500 000 g 
Cocaine 247,000 g 
Codeine (for sale) 39,605,000 g 
Codeine (for conversion) 65,000,000 g 
Dextropropoxyphene 106,000,000 g 
Dihydrocodeine 1,200,000 g 
Diphenoxylate 947,000 g 
Ecgonine 83,000 g 
Ethylmorphine 2 g 
Fentanyl 1,428,000 g 
Glutethimide 2 g 
Hydrocodone (for sale) 55,000,000 g 
Hydromorphone 3,300,000 g 
Isomethadone 11 g 
Levo-alphacetylmethadol (LAAM) 3 g 
Levomethorphan 5 g 
Levorphanol 10,000 g 
Lisdexamfetamine 9,000,000 g 
Meperidine 8,600,000 g 
Meperidine Intermediate-A 3 g 
Meperidine Intermediate-B 7 g 
Meperidine Intermediate-C 3 g 
Metazocine 1 g 
Methadone (for sale) 25,000,000 g 
Methadone Intermediate 26,000,000 g 
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Methamphetamine 3,130,000 g 
[750,000 grams of levo-desoxyephedrine for use in a non-controlled, 
non-prescription product; 2,331,000 grains for methamphetamine mostly for 
conversion to a schedule III product; and 49,000 grams for methamphetamine (for 
sale)] 
Methylphenidate 50,000,000 g 
Morphine (for sale) 35,000,000 g 
Morphine (for conversion) 100,000,000 g 
Nabilone 9 002 g 
Noroxymorphone (for sale) 10,000 g 
Noroxymorphone (fOr conversion) 9,000,000 g 
Opium (powder) 230,000 g 
Opium (tincture) 1,050 000 g 
Oripavine 15,000,000 g 
Oxycodone (for sale) 88,000,000 g 
Oxycodone (for conversion) 4,000,000 g 
Oxymorphone (for sale) 2,570,000 g 
Oxymorphone (for conversion) 12,000,000 g 
Pentobarbital 28,000,000 g 
Phenazocine 1 g_ 
Phencyclidine 20 g 
Phenmetrazine 2 g 
Phenylacetone 12,500,001 g 
Racemethorphan 2 g 
Remifentanil 500 g 
Secobarbital 67,000 g 
Sufentanil 10,300 g 
Thcbaine 126,000,000 g 

The Deputy Administrator further orders that aggregate production quotas for all other 

schedules I and U controlled substances included in 21 CFR §§ 1308.11 and 1308.12 be 

established at zero. 

The Office of Management and Budget has determined that notices of aggregate 

production quotas are not subject to centralized review under Executive Order 12866. 

This action does not preempt or modify any provision of state law; nor does it impose 

enforcement responsibilities on any state; nor does it diminish the power of any state to enforce 

7 

Page 1253 Vol. 1



its own laws. Accordingly, this action does not have federalism implications warranting the 

application of Executive Order 13132. 

The Deputy Administrator hereby certifies that this action will have no significant impact 

upon small entities whose interests must be considered under the Regulatory Flexibility Act, 5 

U.S.C. § 601 et seq. The establishment of aggregate production quotas for schedules I and II 

controlled substances is mandated by law and by international treaty obligations. The quotas are 

necessary to provide for the estimated medical, scientific, research and industrial needs of the 

United States, for export requirements and the establishment and maintenance of reserve stocks. 

While aggregate production quotas are of primary importance to large manufacturers, their 

impact upon small entities is neither negative nor beneficial. Accordingly, the Deputy 

Administrator has determined that this action does not require a regulatory flexibility analysis. 

This action meets the applicable standards set forth in Sections 3(a) and 3(b)(2) of 

Executive Order 12988 Civil Justice Reform. 

This action will not result in the expenditure by State, local, and tribal governments, in 

the aggregate, or by the private sector, of $120,000,000 or more in any one year, and will not 

significantly or uniquely affect small governments. Therefore, no actions were deemed necessary 

under the provisions of the Unfunded Mandates Reform Act of 1995. 

This action is not a major rule as defined by Section 804 of the Small Business 

Regulatory Enforcement Fairness Act of 1996. This action will not result in an annual effect on 

the economy of $100,000,000 or more; a major increase in costs or prices; or significant adverse 

effects on competition, employment, investment, productivity, innovation, or on the ability of 

United States-based companies to compete with foreign-based companies in domestic and export 
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markets. 

Datcd: Michele M. Leonhart 
Deputy Administrator 
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2010 Proposed Revised Aggregate Production Quotas 

• Section 306(a) of the Controlled Substances Act (CSA) requires the Attorney General to establish limits 
on the production of schedules I and II controlled substances. This responsibility has since been 
delegated to the Administrator of the Drug Enforcement Administration (DEA). 

• The attached Federal Register notice, prepared for your signature, Proposed Revised Aggregate 
Production Quotas (APQ) for 2010 for schedules I and II controlled substances for which the United 
States has medical, scientific, industrial, export and reserve stock requirements. Also attached is a list of 
the 2008 and 2009 APQs for these substances for comparison. 

• To ensure compliance with CFR deadlines, the proposed APQ revision is being published earlier than in 
the past. As such, some of the values may change between the proposed revised and the final revised 
values due to the fact less data (actual sales from manufacturers of controlled substances) is available. 

• An expedited review and publication is requested to ensure an uninterruptable supply of schedule I and II 
controlled substances for medical, scientific, industrial, and export requirements of the U.S. 

• The following points provide brief explanations of the changes from the proposed APQ values: 

Schedule I substances 
• The APQ for, 3,4-methylenedioxyamphetamine (MDA), 5-methoxy-N-N-diisopropyltyrptamine, N,N-

dimethylamphetamine, mescaline, psilocybin, and psiloeyn were decreased. Most of these substances are 
used in diagnostic kits, or as reference standards. 

• The APQ for dihydromorphine was increased due to the increase in hydromorphone APQ. 
Dihydromorphine is used to manufacture hydromorphone. 

• The APQ for marihuana and tetrahydrocannabinols (THC) were decreased because 
abandoned their generic Marinol product utilizing natural THC vs. synthetic. 

(b)(4) pas 

Schedule II substances 
• The APQ for 1-piperidinocyclohexanecarbonitrile, alfentanil, dextropropoxyphene, dihydrocodeine, 

diphenoxylate, meperidine, methadone, morphine (for conversion), noroxymorphone (for sale), 
phencyclidine (PCP), and sufentanil were decreased. 

• The APQ for hydromorphone was increased due to increased sales. 

• The APQ for remifentanil was increased due to new validation efforts of(b)(4) Historically, 
remifentanil has been imported. 
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Aggregate Production Quotas Changes 
(all values are In grams unless Indicated otherwise) 

Controlled Substance Final Revised Final Revised Proposed 
Initial 

Initial Proposed 
Revised 

Schedule I: 2008• 2009 2010 2010 2010 
Q4-Methyleriedioxyamphetamine (MDA) 20 25 25 25 20 
5-Methoxy-N,N-dheopropyltryptamine 5 5 5 5 0 
Dihydromorphine 2,549,000 3,132,000 2,549,000 3,300000 3,500000 
Marihuana 4,500,000 4,500,000 4,500,000 4,500,000 11,000 
Mescaline 2 7 7 7 5 
N,N-Dimethylamphetamine 7 7 7 7 2 
Psilocybin 7 7 7 7 2 
Psilocyn 7 7 71 7 2 
Tetrahydrocannabinols 312,500 312,500 312,5001 312,500 216,000 
Schedule II: 
1-plperdinocyclohexanecarbonitnle 0 

8,000 
106,000,0001 

2 2
8,000 

106,000,000 

2 0 
Alfentanil 8,000 

106000 000 
8,000 6,300 

Dextropropoxyphene 106 000,000 92,000,000 
Dihydrocodelne 1,200,000 1,200,000 1,200,000 1,200,000 800,000 
Diphenoxylate 761,000 947,000 947,000 947,000 627,000 
Hydromorphone 3,300,000 3,340000 3,300,000' 3,300,000 3,455,000 
Meperidine 8,600,000 8600000 8,600000 Q600,000 6,600,000 
Methadone (for sale) 25,000,000 25,000000 25,000,000 25,000,000 20,000,000 
Morphine (for conversion) 100,000 000 100,000,000 100,000,000 100,000,000 83,000,000 
Noroxymorphone (for sale) 10,000 10,000 

20 
10,000 10,000 5,000 

Phencyclidine 2,021 20 20 14 
Remifentanil 410 500 500 500 2,500 
Sufentanil 10,300 10,300 10,300 10,300 7,000 

Page 1 
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Billing Code 4410-09-M 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-318RJ 

Controlled Substances: 
Proposed Revised Aggregate Production Quotas for 2010 

AGENCY: Drug Enforcement Administration (DEA), Justice. 

ACTION: Notice of proposed revised 2010 aggregate production quotas. 

SUMMARY: This notice proposes revised 2010 aggregate production quotas for controlled 

substances in schedules I and II of the Controlled Substances Act (CSA). 

DATES: Written comments must be postmarked, and electronic comments must be sent, on or 

before [INSERT 30 DAYS FROM DATE OF PUBLICATION. 

ADDRESSES: To ensure proper handling of comments, please reference "Docket No. 

DEA-318R" on all written and electronic correspondence. Written comments should be sent to 

the DEA Headquarters, Attention: DEA Federal Register Representative/ODL, 8701 Monissette 

Drive, Springfield, VA 22152. Comments may be directly sent to DEA electronically by 

sending an electronic message to dea.diversion.policv®usdoi.aov. An electronic copy of this 

document is also available at the http://www.regulations.gov website. However, persons wishing 

to request a hearing should note that such requests must be written and manually signed; requests 

for a hearing will not be accepted via electronic means. DEA will accept attachments to 

electronic comments in Microsoft Word, WordPerfect, Adobe PDF, or Excel file formats.only. 

DEA will not accept any file format other than those specifically listed here. 

1 
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FOR FURTHER INFORMATION CONTACT: Christine A. Sannerud, Ph.D., Chief, Drug 

and Chemical Evaluation Section, Drug Enforcement Administration, 8701 Morrissette Drive, 

Springfield, VA 22152, Telephone: (202) 307-7183. 

SUPPLEMENTARY INFORMATION: Section 306 of the CSA (21 U.S.C. § 826) requires 

that the Attorney General establish aggregate production quotas for each basic class of controlled 

substance listed in schedules I and II. This responsibility has been delegated to the Administrator 

of the DEA by 28 CFR § 0.100. The Administrator in turn, has redelegated this function to the 

Deputy Administrator, pursuant to 28 CFR § 0.104. 

On May 21, 2009, a notice of proposed 2010 aggregate production quotas for certain 

controlled substances in schedules I and II was published in the Federal Register (74 FR 23881). 

This notice stipulated that the DEA would adjust the quotas in 2010 as provided for in 

21 CFR part 1303. The 2010 established aggregate production quotas were published in the 

Federal Register (74 FR 54080) on October 21, 2010. 

The proposed revised 2010 aggregate produ6tion quotas represent those quantities of 

controlled substances in schedules I and Il that may be produced in the United States in 2010 to 

provide adequate supplies of each substance for: the estimated medical, scientific, research and 

industrial needs of the United States; lawful export requirements; and the establishment and 

maintenance of reserve stocks. These quotas do not include imports of controlled substances for 

use in industrial processes. 

The proposed revisions are based on a review of 2009 year-end inventories, 2009 disposition 

data submitted by quota applicants, estimates of the medical needs of the United States, product 

development, and other information available to the DEA. 

2 
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Therefore, under the authority vested in the Attorney General by Section 306 of the CSA 

(21 U.S.C. § 826), and delegated to the Administrator of the DEA by 28 CFR § 0.100, and 

redelegated to the Deputy Administrator pursuant to 28 CFR § 0.104, the Deputy Administrator 

hereby proposes the following revised 2010 aggregate production quotas for the following 

controlled substances, expressed in grams of anhydrous acid or base: 

Basic Class — Schedule I 
Previously 

Established Initial 
2010 Quotas 

Proposed 
Revised 

2010 Quotas 
2,5-Dimethoxyamphetamine 2 g 2 g 
2,5-Dimethoxy-4-ethylamphetamine (DOET) 2 g 2 g 
3-Methylfentanyl 2 g 2 g 
3-Methylthiofentanyl 2 g 2 g 
3,4-Methylenedioxyatnphetamine (MDA) 25 g 20 g 
3,4-Methylened oxy-N-ethylamphetamine (MDEA) 10 g 10 g_ 
3,4-Methylenedioxymethamphetamine (MDMA) 20 g 20 g 
3,4,5-Trimethoxyamphetamine 2 g 2 g 
4-Bromo-2,5-dimethoxyamphetamine (DOB) 2 g 2 g 
4•Bromo-2,5-dimethoxyphenethylamine (2-CB) 2 g 2 g 
4-Methoxyamphetamine 77 g 77 g 
4-Methylarninorex 2 g 2 g 
4-Methyl-2,5-dimethoxyamphetamine (DOM) 2 g 2 g 
5-Methoxy-3,4-methylenedioxyamphetamine 2 g 2 g 
5-Methoxy-N,N-diisopropyltryptamine 5 g 0 g 
Acetyl-alpha-methylfentanyl 2 g 2 g 
Acetyldihydrocodeine 2 g 2 g 
Acetylmethadol 2 g 2 g 
Allylprodine 2 g 2 g 
Alphacetylmethadol 2 g 2 g 
Alpha-ethyltryptamine 2 g 2 g 
Alphameprodine 2 g 2 g 
Alphamethadol 2 g 2 g 
Alpha-methylfentanyl 2 g 2 g 
Alpha-methylthiofentanyl 2 g 2 g 
Alpha-methyltryptarnine (AMT) 2 g 2 g 
Aminorex 2 g 2 g 
Benzylmorphine 2 g 2 g 
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Betacetylmethadol 2 g 2 g 
Beta-hydroxy-3-methylfentanyl 2 g 2 g 
Beta-hydroxyfentanyl 2 g 2 g 
Betameprodine 2 g 2 g 
Betamethadol 2 g 2 g 
Betaprodine 2 g 2 g 
Bufotenine 3 g 3 g 
Cathinone 3 g 3 g 
Codeine-N-oxide 602 g 602 g 
Diethyltryptamine 2 g 2 g 
Difenoxin 3,000 g 3,000 g 
Dihydromorphine 3,300,000 g 3,500,000 g 
Dimethyltryptamine 3 g 3 g 
Gamma-hydroxybutyric acid 24,200,000 g 52,156,000 g 
Heroin 20 g 20 g 
Hydromorphinol 2 g 2 g 
Hydroxypethidine 2 g 2 g 
Ibogaine 1 g 1 g 
Lysergic acid diethylamide (LSD) 15 g 15 g 
Marihuana 4,500,000 g 11,000 g 
Mescaline 7 g 5 g 
Methaqualone 7 g 7 g 
Methcathinone 4 g 4 g 
Methyldihydromorphine 2 g 2 g_ 
Morphine-N-oxide 605 g 605 g 
N-Benzylpiperazine 2 g 2 g 
N,N-Dimethylamphetamine 7 g 2 g 
N-Ethylamphetamine 2 g 2 g 
N-Hydroxy-3,4-methylenedioxyamphetamine 2 g 2 g 
Noracymethadol 2 g 2 g 
Norlevorphanol 52 g 52 g 
Normethadone 2 g 2 g 
Normorphine 16 g 16 g 
Para-fluorofentanyl 2 g 2 L 
Phenomorphan 2 g 2 g 
Pholcodine 2 g 2 g 
Psilocybin 7 g 2 g 
Psilocyn 7 g 2 g 
Tetrahydrocannabinols 312,500 g 216,000 g 
Thiofentanyl 2 g 2 g 
Trimeperidine 2 g 2 g 

4 

Page 1273 Vol. 1



Basic Class — Schedule II 
Previously Established 

Initial 2010 Quotas 
Proposed 
Revised 

2010 Quotas 
1 -P henyleyclohexylainine 2 g 2 g 
1-Piperdinocyclohexanecarbonitrile 2 g 0 g 
Alfentanil 8,000 g 6,300 g 
Alphaprodine 2 g 2 g 
Amobarbital 3 g 3 g 
Amphetamine (for sale) 17,000,000 g 17,000,000 g 
Amphetamine (for conversion) 6,500,000 g 6,500,000 g 
Cocaine 247,000 g 247,000 g 
Codeine (for sale) 39,605,000 g 39,605,000 g 
Codeine (for conversion) 65,000,000 g 65,000,000 g-
Dextropropoxyphene 106,000,000 g 92,000,000 g 
Dihydrocodeine 1,200,000 g 800,000 g 
Diphenoxylate 947,000 g 627,000 g 
Ecgonine 83,000 g 83,000 g 
Ethylmorphine 2 g 2 g 
Fentanyl 1,428,000 g 1,428,000 g 
Glutethimide 2 g 2 g 
Hydrocodone (for sale) 55,000,000 g 55,000,000 g 
Hydromorphone 3,300,000 g 3,455,000 g 
Isomethadone 11 g 11 g 
Levo-alphacetylmethadol (LAAM) 3 g 3 g 
Levomethorphan 5 g 5 g 
Levorphanol 10,000 g 10,000 g 
Lisdexamfetamine 9,000,000 g 9,000,000 g 
Meperidine 8,600,000 g 6,600,000 g 
Meperidine Intermediate-A 3 g 3 g 
Meperidine Intermediate-B 7 g 7 g 
Meperidine Intermediate-C 3 g 3 g 
Metazocine 1 g 1 g 
Methadone (for sale) 25,000,000 g 20,000,000 g 
Methadone Intermediate 26,000,000 g . 26,000,000 g 
Methamphetamine 3,130,000 g 3,130,000 g 

[750,000 grams of levo-desoxyephedrine for use in a non-controlled, non-prescription 
product; 2,331,000 grams for methamphetamine mostly for conversion to a schedule HI 
product; and 49,000 grams f6r methamphetamine (for sale)] 

Methylphenidate 50,000,000 g 50,000,000 g 
Morphine (for sale) 35,000,000 g 35,000,000 g 
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Morphine (for conversion) 100,000,000 g 83,000,000 g 
Nabilone t 9,002 g 9,002 g 
Nomxymorphone (for sale) 10,000 g 5,000 g_ 
Noroxymorphone (for conversion) 9,000,000 g 9,000,000 g 
Opium (powder) 230,000 g 230,000 g 
Opium (tincture) 1,050,000 g 1,050,000 g 
Oripavine 15,000,000 g 15,000,000 g 
Oxycodone (for sale) 88,000,000 g 88,000,000 g 
Oxycodone (for conversion) 4,000,000 g 4,000,000 g 
Oxymorphone 2,570,000 g 2,570,000 g 
Oxymorphone (for conversion) 12,000,000 g 12,000,000 g 
Pentobarbital 28,000,000 g 28,000,000 g_ 
Phenazocine 1 g 1 g 
Phencyclidine 20 g 14 g 
Phenmetrazine 2 g 2 g 
Phenylacetone 12,500,001 g 12,500,001 g 
Racemethorphan 2 g 2 g 
Rem fentanil 500 g 2,500 g 
Secobarbital 67,000 g 67,000 g 
Sufentanil 10,300 g 7,000 g 
Thebaine 126,000,000 g 126,000,000 g 

The Deputy Administrator further proposes that aggregate production quotas for all other 

schedules I and II controlled substances included in 21 CFR §§ 1308.11 and 1308.12 remain at 

zero. 

All interested persons are invited to submit their comments in writing or electronically 

regarding this proposal following the procedures in the "Addresses" section of this document. A 

person may object to or comment on the proposal relating to any of the above-mentioned 

substances without filing comments or objections regarding the others. If a person believes that 

one or more of these issues warrant a hearing, the individual should so state and summarize the 

reasons for this belief. Persons wishing to request a hearing should note that such requests must 

be written and manually signed; requests for a hearing will not be accepted via electronic means. 

In the event that comments mobjections to this proposal raise one or more issues which the 
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Deputy Administrator finds warrant a hearing, the Deputy Administrator shall order a public 

hearing by notice in the Federal Register, summarizing the issues to be heard and setting the time 

for the hearing as per 21 CFR § I303.13(c). 

Regulatory Certifications 

Regulatory flexibility Act 

The Deputy Administrator hereby certifies that this action will not have a significant 

economic impact upon small entities whose interests must be considered under the Regulatory 

Flexibility Act, 5 U.S.C. §§ 601-612. The establishment of aggregate production quotas for 

schedules I and II controlled substances is mandated by law and by international treaty 

obligations. The quotas are necessary to provide for the estimated medical, scientific, research 

and industrial needs of the United States, for lawful export requirements, and the establishment 

and maintenance of reserve stocks. While aggregate production quotas are of primary 

importance to large manufacturers, their impact upon small entities is neither negative nor 

beneficial. Accordingly, the Deputy Administrator has determined that this action does not 

require a regulatory flexibility analysis. 

Executive Order 12866 

The Office of Management and Budget has determined that notices of aggregate production 

quotas are not subject to centralized review under Executiye Order 12866. 

Executive Order 13132 

This action does not preempt or modify any provision of state law; nor does it impose 

enforcement responsibilities on any state; nor does it diminish the power of any state to enforce 

its own laws. Accordingly, this action does not have federalism implications warranting the 
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application of Executive Order 13132. 

Executive Order 12988 

This action meets the applicable standards set forth in Sections 3(a) and 3(b)(2) of Executive 

Order 12988 Civil Justice Reform. 

Unfunded Mandates Reform Act of 1995 

This action will not result in the expenditure by State, local, and tribal governments, in the 

aggregate, or by the private sector, of $126,000,000 or more (adjusted for inflation) in any one 

year, and will not significantly or uniquely affect small governments. Therefore, no actions were 

deemed necessary under the provisions of the Unfunded Mandates Reform Act of 1995. 

Congressional Review Act 

This action is not a major rule as defined by Section 804 of the Small Business Regulatory 

Enforcement Fairness Act of 1996 (Congressional Review Act). This action will not result in an 

annual effect on the economy of $100,000,000 or more; a major increase in costs or prices; or 

significant adverse effects on competition, employment, investment, productivity, innovation, or 

on the ability of United States-based companies to compete with foreign-based companies in 

domestic and export markets. 

Dated: Michele M. Leonhart 
Deputy Administrator 
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OC: 
OD: 
OD/D: 
ODX: 
ODXS: 
CC: 
CCR: 
ODE: 
ODE/D: 
ODEQ: 
ODEQ:tb)(6) 03-31-10, retyped 04-12-10 
SAODETed Reg\Revised Aggregate Production Quota for 2010 
Webcims # ODE-10-012 
(DFN#: 680-03 Drug control files - Manufacturing and Procurement quotas) 

(b)(6) 

(b)(6) 
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BASIC CLASS: 

PQ Total: 

Company: 

2009 Revised Quota Worksheets 
31,092.714 kg 

9050 Codeine 
FDA Est.: 0.90% 
IMS: 

(b)(4) 

Request: 52.000 450.000 18,000.000 14,238.000 1,600.000 128 Initial 

Current Year MQ: 52.000 450.000 18,000.000 10,013.000 3,760.000 0 
Prey. Year's Sales: 214.156 13,126.060 10,900.660 1,122.365 

Total Prey. Year's Sales: 25,363.279 25,363.279 25,363.279 25,363.279 25,363.279 25,363.279 
of Prev. Year's Sales: 0% 1% 52% 43% 4% 

Share of current Year's PQs: - 262.533 16,091.170 13,363.063 1,375.902 

Prey. Yr. Year-end Inv.: 419,485 6,148.841 7,405.802 248.534 -

Proj. exports Current Year: 740.000 - 

Revised MQs share PQ x 1.5 - YE! + exports 

Typcial calculation (25.686) 18,727.914 12,638.793 1,815.318 
Calucations w/ CFR 50% (37.780) 17,986.636 12,023.192 1,751.934 

Further Calculation: 
Final MO: 52.000 450,000 18,000.000 10,013.000 3,750.000 92.000 

Total revised MQs: 32,357.000 + others 3.101 = 32,360.101 

(b)(4) 
R CALCULATIONS 
commented requesting 14,097 kg (4084 kg short) available in APQ 

current PQ 
Current MO 
inventory 
MO need = PQx1,5-MQ-inventory 
last years APQ 
FDA est = APQ x est 
IMS est = APQ x est 

Initial 

31,092.714 Initial APQ 39,605.000 
32,306.101 Proposed revised APQ 39,605.000 
14,223.537 Final Revised APQ 39,605.000 

109.433 CFR 50% rule (1,322.926) 
39,605.000 
39,961.445 
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BASIC CLASS; 

Company: 

2009 Revised Quota Worksheets 9050 Codeine (for conversion) 

(b)(4) 

Request: 250.000 6,453,000 10,500.000 39,000.000 1,125.000 

Current Year MQ: nosco 14.000.000 32,556.000 1,125.000 

Year end inventory 1,968.7030 6,850.6820 

Calculations amt needed substance MCI ycild amt needed substance MQ yeild arrt needed subtance MO yeild amt needed Substance MO yeild amt needed substance MO yeitd 

hydrocodone 0 - 0.850 331 281.000 0.850 7,801.887 4,135,000 0.530 23.013.043 22,000.000 0.920 31,241.975 25,306.000 0.810 

dihydrOCOdeine 475.610 390.000 0.820 

codeine for sale 
hydromorphOne 
oxycodone 

Tab 
TE) 

494.505 450.000 0.910 

TED 

TOTAL NEED: 0 331 8,296.392 24.388.653 31.241.975 

Revised MO 
total x 50% Inventory - YSI 0.030 495,882 10,475.885 29,732.298 46,862.963 

previous year MCI 0,000 1100.000 7,500.000 43,000.000 7.900.000 

CFR 50% calculation 408.235 (3,723.213) 1.820.135 39,932.469 

Final MQ 280.000 10,276.787 32,556.000 1.125.000 

Total revised MOs: 44238 *others 96,000 = 44.333.787 

FURTHER CALCULATIONS 
0mo:tented to APQ: requesting 1125 kg - already granted 

Initial APQ 
Proposed Final APO 
Final Revised APO 

65,000.000 
65;000.000 
651:00.000 
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BASIC CLASS; 
PQ Total: 

2010 Revised Quota Workshet 
63,523.462 kg 

9273 Dextropropoxyphene 
FDA Est.: 
IMS: 

-6.80% 

Company: (b)(4) 
Request: 0.001 0.002 38,000.000 53.000.000 
Current Year MO: 0.001 0.002 19,000.000 43,037.000 
Prey. Year's Sales: - .37,609.260. 47,593.847 
Total Prey. Years Sales: 85,203.107 85,203,107 85,203,107 85,203.107 05,203.107 85,203.107 05,233.107 85,203.107 
% of Prey. Years Sates: 0% 0% 0% 0% 0% 44% 56% 0% 
Share of current Years POs: 28,039.710 35,433.752 
Prey. Yr. Year-end Inv.: 9,677.021 20.935,939 
Prod. Exports Current Year: 414.000 1,440.000 

Revised MQs share PQ x 1.5 • YEI + exports 
Typctat calculation 32,696.544 33,639.689 
CalcualtIon with CFR 50% 35,286.931 35,697.213 
Further Calcutatlon: 
Final MQ: ' 0.001 0.002 313,000,000 43,037.000 
Total revised MQs: 81.037.003 + others 01.037.003 

FURTHER CALCULATIONS 

Initial 
current Pa 63,523A62 Initial APO 106.000400 
.CuMUlt MQ 62,037.003 proposed revised 924130.000 
inventory 30.572.960 Final Revised APO 92,000.000 
MO need = Pao 5-MCknventory 2,675.230  CFR 50% 0,095.141 
APO last year 106.000,000 
FDA est = APQ x est 98,792.000 
IMS est o APQ x est 
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BASIC CLASS: 2009 Revised Quota Worksheets ' 9801 Fentanyl 
PQ Total: 1,052.326 FDA EsL: 1.80% 

itn9 est 

Company: (b)(4) 

Request: 0.001 3 616 es 0.002 50 925 840 
•Current Year MQ: 0.001 1.1 72 85 0,002 22.5 500 620 
Piev. Years Sales: 0. 0 ' 40: 221 17.426 2.550 439.236 630.519 
Total Prov. Years Sales: 1130 1130 1.129.952 1.129.952 1,129.952 1,129.952 1,129.952 1,129.952 
% of Prev: Years Sales: 0% 0% 4% 2%. 0% 0% 39% 56% 
•Share of current Years PQs: 0 0 37.458 16.229 2.375 409.061 587.203 
Prev. Yr. Year-end Inv.: • 0 0 58.120 11.285 531349 248.064 
'Prof. Exports Current Year: 0 5.000 52.500 104.480 

'Revised MQs share PQ x1.3 - YEI + exports 
.Typclal calculation 0.000 0.000 -4.425 62.313 0.000 3.087 0.030• 619.780 
calculation with SO% CFR 0.000 0.000 3.758 65.858 0,000 3.606 89.386 748.050 
Further Calculation: 
Final MO: 0.001 1.100 72.000 85.000 0.002 22.500 500,000 620,000 
Total revised MOs: 1301• • others • = 1,300.603 

FURTHER CALCULATIONS 

current PQ 1,052.326 
Current MO 1,300.603 
inventory 849.218 
MO need e P0x1.3-MQ-inVentary (781.797). 
fast year APQ 1,428.000 
'FDA est = APQ x est 1,453.704 
1MS est = APQx est 

CFR 50% (551.926) 

Initial APQ 
proposed revised APQ 
Final Revised APQ 

littial 
1,428.000 
1,428.000 
1,428:000 
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BASIC CLASS:.
PO Total: 

Company: 
Request: 
Current Year MO:
Prey. Year's Sales 
:Total Prey:Year's Sales:. 

of Prey. Year's Sales! 
Share of current Year's PQs: 
Prey. Yr. Year-end 
Proj. Exports Current Year: 

2010 Revised Quota Worksheet 
42.445,183 

(b)(4) 

4,802.000 
281.000 

52,131.180 
0% 

Revised figs share Pax 1.5 -YEI + exports 
:Typcial calculation 
caleuattion.with 50% CRF 
Further Calcut tion: 
Final MO: 
,Total revised MCts: 

'FURTHER CALCULATIONS 
:ommented to APO requesting (b)(4) 

exempt PO'
Current MO 
inventory 
MC need ..P0x1.5-MQ-MvectOrY 
APQ 2008 
FDA est = APO zest 
1MS est = APQ x est 

4,000.000 
4.135,000. 
2,565.110 

52.131.180 
5% 

2.088.511 
3,105.981 

9193 Hydrocodone 

30.000.030. 
22,000_000 
28,154.154 
52,131.180 

54% 
4,923.099. 

7,532.469 
6.100 

41.378,000 
25;308.000 
35;279.997 
52.131.180 • 

68% 
28.724.957 
7,803.663 

#REF! 
#REF1 
#REFI 
#REFI 
#REFI 
#REF! 
#REFI 
#REFI 

FDA est: 
IMS est: 

(b)(4) 
2,000,000 

16,434 
52.131.180 

0% 
13.381 

1,132.834 

7.70% 

10.000.000 
2,697.000 
• 64.615. 

52;131.180 
0% 

52.610 
2;761.049 

26:786 26,8513;280 35,283.773 #REFI (1,112.763) (2,682.135) 
145.936 28,166.044 36,922.533 #REFI (1,112.000) (2.6,79.133) 

281,000 4,135:000 22,000.000 20.631.000 
50,244,000 

23878 kg 

42,445.183 
54,419.021 
18,183.338 
(8,934.584) 
55.5E10.006 
59,773.500 

♦ others 0.021 = 50,244.021 
500.000 2,697.000 

anent MO 20,631.000 3,247,000 440.000 kg 
difference in APO- DENIED temp 10437 have adequate quota 

CPR 50% (6,513.085) 

Initial APO 
. proposed APQ 
Final Revised APQ 

55.04000 
55,000.000 
55,000.000 
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BASIC CLASS: 2010 Revised Quota Worksheets 9150 

P0 Total: 3.493.162 kg FDA Est.: 11.20% 
IMS est: 

Company: (b)(4) 

Request: 100.000 156.000 330.000 336.255 300.000 1.420.000 1,500.000 60.000 

Current Year MO: - 156.000 192.000 400 300.000 1,174.000 898.000 40.000 

Prey. Years Sates: 134.338 15.757 183.335 209.514 1,168.740 662.459 • 7.129 

Total Prev. Year's Sales: 2,381.272' 2,381.272 2,381.272 2.361.272 2.381.272 2.381.272 2,381,272 2.381.272 2,381.272 2,381.272 

% of Prey. Years Sales: 6% 0% . 0% 1% 8% 9% 49% 28% 0% 0% 
Share of current Years POs: 197.065 - - 23.114 183.335 307.343 1.714.461 971.782 - 10.458 

Prev. Yr. Year-end Inv,: - - 2.630 46.55 116.076 582.181 654.287 3.798 
Prot Exports Current Year - - 13.350 - 

Revised MQs share PQ x 1.5 - YEI + exports 
TypClat calculation 295.597 32.042 228.453 344,938 2,002.861 803.386 11.889 

50% CFR Inventory 279.915 30.202 228.453 320.481 1,866.430 726.055 11.056 

Final MO: 156,000 192.000 462.000 330,600 1,174.000 989.000 40.000 

Total revised MQs: 3,313.000 + others 0.021 = 3.313.021 

FURTHER CALCULATiONS 
(b)(4) commentedAemp 10436 justified in increase 70 kg with batch size increase 72 kg 

commented: temp 10026; justified un 62 kg Out Increaes 66.3 

current PO 3.493,162 Initial APQ 3,300000 

Current MO 3;160,021 Proposed Final APQ 3,455.030 
inventory 1,405,562 Final revised APQ 3,455.000 

MO need = PQx1.5•MQ•inventary 674.160 
APO last year 3.340.000 
FDA est = APO x est 3.714,080 
1MS est = APQ x est 

CFR 50% 330,783 
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BASIC CLASS: 
PQ Total: 

Company: 
Request: 0.001 
Current Year MO: 0.001 
Prev. Years Sates: 
Total Prey. Years Sales: 3.787.208 

:% of Prev. Years Sates: 0% 
Share of current Years POs: • 
.Prev. Yr. Year-end Inv.: 
•Prej, Exports Current Year: 

2016 lievtsed Quota Workshy 9230 
4,339.836 

(b)(4) 

Revised 14105 share PQ x 1.5 -YEI + exports 
TVP0tel calculation 
calculation with CFR 50% . 
.Further Calculation: 
final.MQ: 0.001 
Total revised MOs: 3,913.003 + others - = 3,913.003 

FURTHER CALCULATIONS

100)(4) commented requesting : 950 kg - granted 

current PO 4,339.836 
Current MO 3,913.003 
inventory 2,682.909 
MO need = Paxi.S.MQ-iriventecoexpod (22.658) 
'last year APO 8,600.000 
FDA est = APO x est 6,914.400 

'IMS est = APO x est 

kg FDA Est.: -19.60% 

3908 
2917 

2604.998 

0.002 
0.002 

- 

46.000 
.46,000 - 

WIER 

2,400.000 
950.000 

1,182.210 
3,787.208 3;787.208' 3.787.208 3.787,208 3.787.208 

69% Otio 0% tiREFI 31% 
2,985.12 - /*REF! 1,354.718 
1837.052 0,002 uREFI 845.855 

20.000 - 43.500 

2,640.626 (0.002) 20.000 #REFI 1,229.721 
2,545.595' (0.002) 20.000 /MEM L186.595 

2,917.000 0.002 46.000 - 950.000 • 

CFR 50% (224.315) 

Initial APO 6,600.000 
proposed APQ 6,600.000 
Final Revised APO 6,600.000 

Vol. 1



'BASIC CLASS: 2018 Revised Quoti Wc;rkshee4 9250 Methadone 
PQ Total: 15,390.469 kg. FDA Est.: 0.05% 

IMS: 
(b)(4) 

Company: 
Request: 3,196.000 685.000 . 12,1000.000 2,900.000 
..Current Year MQ: 3,056.500 80.000 12400.00 2.900.000 
Prev. Years Sates: 3,047,554 ,11.323.016 2,224.618 
Total Prey. Year's Sates: 16,595.190 16.595.190 16,595.190 16.595i190 
% of Prev: Years Sa I eS: 18% 0% 68% 13% 
Share of current Year's PQs: 2,826.318 10,501.026 2,063.123 
Pray. Yr. Year-end Mv.: 1.691.711 4,988.682 665.346 
Pro]. Exports Current Year: 150.000 

Revised MQs share PQ x 1.3 - YEI + exports 
Typcial calculation 1,982,502 150.000 8,662.652• 2,016.714 
calculation with CFR 50% 2,603.075 150.000 10,968.355 2,469.712 
Further Calculation: 

Final.MQ: 3,056,500 80.000 12,000.000 2.900.000 
Total revised MCM: 18,036.500 + others 0.006 = 18,036.506 

IFURTHER CALCULATIONS 

below 
.mented to APQ: requested 2038 1C9 increase (available in APO) 

current PQ 
Current MO 
inventory 
MO need = PQ1c1,3-MQ-inventoly+exboti 
APO:last year 
FDA est = APO x est 
IMS est = APO x est 

704 !to 1334 kg still available 

initial APQ 
Initial 
20,000.000 

15,390.469 PiopoSed APQ 20,000.000 
18.036,504. Final Revised APQ 20,000.000 
7,345.744

(5,224638) CFR 50% (1,995.364) 
25,000.000 
25.012.500 
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BASIC CLASS: 2010 Revised Quota Works hoe 9300 Morphine 
PQ Total: 32,840.757 kg FDA Est: 8.20% 

JMS• 
Company: 

b)(4) 

'Request: 540.000 235 800.000 22,000.000 16.500.000 
Current Year MQ: 32.000 96 600.000 19,000.000 16,724.000 . -
Pryv. Years Sales: 0 700.599 17,008.165 12,859.872 NREF1 
.Total Prey. Years Sales: 30,568.647 30,568.647 30,568.647 30,568.647 30.568.647 30.568.647 
% of Prey. Years Sales: 0% 0% 2% 56% 42%. #REFI 
Share of current Years PQs: - 752.673 18,272.350 13,815.722 NRE.F1 
Prey. Yr. Year-end Inv.: 0 813,818 7,703.440 4,437.083 #REFI 
Prof. Exports Currant Year: 300.000 - - 

Revised MOs share PQ x 1.5- YEI + exports 
Ty pcla I calculation 315.192 20,005.085 16,286.500 #REFI 
Calculation with CFR 50% 302.173 19,689.039 16,047.538 #REFI 
Further Calculation: 
Final MO: 32.000 96.000 600.000 19,000.000 18,355.683 
Total revised Mae: 38,083.683 + others 11.110 -= 38,094.793 

FURTHER CALCULATIONS 
1(0 ) ( 4 ) yfd nol comment - assume their quota is sulfcrent 

commented; requesting 20625 kg quota; 

Just n2784 kg: granted 1272 kg short 1512 

cu rent PO 32,840.757 Initial APQ 
Current MO 36,502.108 Proposed APQ 
inventory 12,955.513 Final Revised APQ 
NIQ need = FQx1,5•MQ-Inventery (196A86) CFR 50% (784.513) 
last year APQ 36,301000 
FDA est • APQ x est 39,276.600 
IMS est = APQ x est 

Initial 
39,000.000 
35,000.000 
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BASiC CLASS: 

Company; 

2010 Revised Quota Worksheets AREFI 9300 

(b)(4) 
Request: 150 244 12500 50000 17300 24(5 
Current Year MO: 0 244 9100 50000 Initial 12.500 4511 
Year end inventory Cl 0 562 12865 5581 37.984 . 

'Ca toutattotis amt needed' substance MO• yeild. amt needed salience MO yeild amt needed subtance MO yeild and needed substance MO yeild amt needed substance MO yeild amt needed substance MCI yedd 
codeine for sale .76.471 52.000 0.680 20,454.545 18.000.000 0.660 11,426.000 10.054.000 C.880 0.910 
codeine for conversion 14,000.000 14,000.000 1,000 36.995.455 32,556.000 0:880 1.278.409. 1,125.000 0.880 - - 0.910 
hdyroniorphorte TBD 205.263 156.000 0.760 681,318 300.000 0.440 2,174.074 1,174.000 0.540 
dihydrcenorphino 2,814.737 2,874.030 0.950 
,noroxymerphone (for sale) 
nalbuptilne 
morphine (for sate) 
oxycodmie TBD 

714.286 600.000 0.840 

total need 0 281.734 14,681.818 62,438.811 12,703.409 

Revised MO 
total a 50% inventory -yEl • 0.000 422.601 21.,4611138 60,793.375 13.494.550 (37.984) 

'previous MO 0 000 32.000 800,000 22,000.000 12,443.000 300.000 
50% CRD cart. 116.167 8,890.682 20.683.673 929.453 (4,473.984) 

Final MO 0.000 224.000 9,100.000 50.000.000 14,876.000 4,511.000 
Total revised MOs: 78487 others 1;110 78.487.000 

FURTHER CALCULATIONS 

Mina' 

India! APO 100,000.000 
Proposed Flnai APO 83,030.000 
Final Revised APO 100,000.000 
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BASIC CLASS: 

PQ Total: 

Company: 

2010 Revised Quola Worksheets 
74557.142 kg 

6143 Oxyci3done 
FDA Est.; 12.20% 
ims• 

(b)(4) total 
Request: 100.000 3.934.000 1,800.000 29.000.000 22.400.000 31,525.000 560,000 86,31 .000 
Current Year MQ: 408.000 4,003.400 28,000.000 34,714.000 37,221.000 Aemmit###. 
Prey. Years Sales: 132.931' 1,694,88.4 24,292.917  21..652.557 24,572.476 - 175.534 
Total Prev, Year's Sales: 76.960,047 76.960.047 • 76,960.047 76.950.047 76,960 047 76,960.047 76,960.047 76.960.047 76,960.047 

% of Prey. Year's Sales: 0% 0% 1%  32% 28% 0% 32% 

Share of current Years PQs: 128.781 1,060.699 23,534.425 20,976.504 23,605.256 170.053 
Prey. Yr. Year-end Inv.: 629.362 11,970.122 8,581.363 7,465.353 681.368,

Prof. Exports Current Year: 17.400 - 3,391.000 
(from temp 9058) 

Revised mas share PQ x 1.3 - YEI + exports 
Typcial calculation 167.415 749.546 18.642.031 16,688:093 26,872.479 (460.299) 

calculation with 50% CRF 194.208 970.232 23.538.539 23,052.407 31,825.335 (424.918) 
Further Calculation: 317,600 10,337.000 3,226.000 
Final.M0f 100.000 715.000 4,003.400 28,000.000 45,051.000 40,447.000 
Total revised inis: 118,326.400 + others 3.063 = 118,329.463 

FURTHER CALCULATIONS 
(b)(4) 'commented to A1611 want 9700 justified in 3,226.000 kg increase 

(b)(41 lccmmented to APQ want 49627 kg justified In 
justified fn 

10.337.000 kg increase 
317.000 kg increase (b)(4) (temp 10297) 

Initial 

current PC) 74,567.142 Initial APO ItIt#414"" 
Current MO 104,349.461 proposed revised 88,000.000 

inventory 30,268.297 Final Revised APQ alattitititalS 

MQ need = PQx1.3•MQ-inventory (37.693.473) CFR 50% (22,f 81519) 

last year APQ 94,000.000 
FDA est = APQ x est 105,468.000 
MS est = APQ x est 
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BASIC CLASS: 

Company: 

iolo Revised Quota Wort 9333 'Thebaine 

(b)(4) 

Request: / 15,208.003 30.000 43,000.000 14,603.000 19,750.000 22.500.000 

Current Year MQ: 416.000 30.000 43,000,000 23,500.000 8,048.000 29.500,00 

Year end Inventory 101.882 47.620 9,040.544 2,143.026 1,225.813 8,412.849 

Calcutations arnt needed MO ycitd amt needed MO yeild amt needed MO yeild amt needed MO yeti amt needed MQ ycild amt needed 

oxycodone 
OxyCOdOhe for conversion 

906.250 725.000 0.800 6.719.143 4,003.400 0.703 35,000.000 
7,000.000 

28,000.000 
5,600.000 

0.800 
0.800 

60,068.000 45,051;000 0.750 ,, 0,880 53,929.333 

hydr000done via codeine for con4. 460.656 281.003 0.610 #REF1 1.000 

total need. 1,366,906 5,719.143 42,000.000 60.068.000 53.929,333 

Revised MQ 
total x 50% inventory - YEI 1948 8,531,094 53,959.456 87,958.974 (1:225,813) 72,481.151 

2009 MO 3500 10.000 50,305.000 21,000.000 7.000,600 19,000.000 

CFR 50% calc. 2,055,75 7,073.81 13,035,71 54,691.97 (7,523,81) 34,248.82 

Final MQ 416.000 30.000 43,000,000 25,000.000 8,048,000 29,500.000 

Total revised MOs: 105994 • + others 153,030 = 106,147.030 

FURTHER CALCULATIONS 
granted already (b)(4) commnnled to APQ - 10,500 kg; 

Initial APO initial 126,000 

Proposed Final APQ 126,000 
Final APO 126,000 

rough calculation 
oxycddone APO 105500 0,690 t52,898.551 thebaine needed 

TtRaajt34204.0 Vol. 1



2010 Revised APQ Comments 

Drug Company Comment Response Proposed APQ Revised APO Change 
1.700 alfentanil ;W(a) increase APQ increase APQ (back to orginal value) 6.300 8.000 

amphetamine (for conversion) increase APQ increase APQ 6,500.000 7,500,000 1,000.000 
amphetamine (for sale) increase APQ increase APQ 17,000.000 18,600.000 1,600.000 

codeine (for sale) incrLase APQ APQ adequate, no change 39,605.000 39,605.000 -
codeine (for conversion) increase APQ APQ adequate, no change 65,000.000 65,000.000 - 

dextropropoxyphene increase APQ APQ adequate, no change 92,000.000 92,000.000 - 

dihydromorphine increase APQ 
increase APQ 3,500.000 3,608.000 108.000 

increase APQ 
diphenoxylate increase APQ increase APQ (lower than established) 627.000 827.000 200.000 

gamma hydroxybutryic acid 

increase APQ 

APQ adequate, no change 52,156.000 52,156.000 -
increase APQ 
increase APQ 
increase APQ 

hydrocodone increase APQ * APQ adequate, no change 55,000.000 55,000.000 -

hydromorphone 
increase APQ 

APQ adequate, no change 3,455.000 3,455.000 -increase APQ 
increase APQ 

lisdexamphetamine increase APQ APQ adequate, no change 9,000.000 9,000.000 - 
meperidine increase APQ APQ adequate, no change 6,600.000 6,600.000 - 

metandone increase APQ 
APQ adequate, no change 20,000.000 20,000.000 -

increase APQ 
methylphenidate increase APQ APQ adequate, no change 50,000.000 50,000.000 -

morphine (for sale) increase APQ increase APQ 35,000.000 39,000.000 4,000.000 

morphine (for conversion) 
increase APQ 

APQ adequate, no change 83,000.000 83,000.000 -increase APQ 
increase APQ 

nabilone increase APQ APQ adequate, no change 9.002 9.002 -

opium (tincture) increase APQ 
increase APQ 1,050.000 1,500.000 450.000 

increase APQ 
oxycodone (for conversion) increase APQ increase APQ 4,000.000 5,600.000 1,600.000 

oxycodone (for sale) increase APQ increase APQ 88,000.000 105,500.000 th141444#44# 
increase APQ 

oxyrnorphone (for sale) 
increase APQ 

increase APQ 2,570.000 3,070.000 500.000 increase APQ 
increase APQ 

remifentanil increase APQ APQ adequate, no change 2.500 2.500 - 
sufentanil increase APQ APQ adequate, no change 7.000 7.000 - 

tapentadol increase APQ - increase APQ/establish APQ 1,000.000 1,000.000 
increase APQ 

tctrahydrocannahinols increase APQ increase APQ (lower than established) 216.000 264.000 48.000 
thebaine increase APQ APQ adequate, no change 126.000.000 126,000.000 - 
tilidine increase APQ increase APQ/establish APQ - 0.010 0.010 

Number of Companies commenting: 14 (one non-registrant) 
Number of drugs commented on: 28 
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2010 Revised APQ Comments 
Additional Chances: 

Drug Response Proposed Revised Charms 
1,100.000 ANPP (4-anilino-N-phenethy1-4- newly controlled (August 4.2010_) (75 FR 37295) • - 1,100.000 

carfentanil 
. 

increase APO - new applications - 0.200 0.200 
marihuana increase APO - new applications 11.000  21.000 10.000 

noroxymorphone (for sale) increase APQ- new applications 5.000 41.000 36.000 
oxymorphone (for conversion) increase APO (additional export requirements) 12,000.000 12,800.000 800.000 

Justification 

alfentanil 
amphetamine (for conversion) 

amphetamine (for sale) 
codeine (for sale) 

codeine (for conversion) 
dextropropoxyphene 

dihydromorphonc 
diphenoxylate 

gamma hydroxybutryic acid 
hydrocodone 

hydromorphone 
Iisdexamphetainine 

meperidine 
methadone 

mcthylphenidatc 
morphine (for sale) 

morphine (for conversion) 
nabilone 

opium (tincture) 
oxycodone (for conversion) 

oxycodone (for sale) 
oxymorphone (for sale) 

remifentanil 
sufentanil 
tapentadol 

tetrahydrocannabinols 
thebaine 
tilidine 

(b)(4) export 
asking 
asking 

0.880 kg to UK, export to Germany; requesting 1.8 kg increase; temp 10403 
for 33 kg increase; 
for 1,823.5 kg; 

asking for 14097 kg 
asking for 1125 kg 
asking for 100004 increase 

APQ 3828 

4) ID( justified in 1.8 kg; keep at 8.0 

kb)(4) 

(b)(4) requests 
Asking for 820 kg; justified - available in established APQ 

(b)(4) laskinf for 1,639 kg;  (b)(4) asking for 4560 kg 
(b)(4)  asking for 23878 kg

increase; 
(b)(4)  wants 81 kg; b)(4) sole supplier request APQ 3630; (b)(4) requesting 66.213 kg 
(b)(4) tasking for 33 k   
(b)(4) Asking 2,300 kg; available in APQ 
b)(4) asking for 2,038 kg increase; 2560 kg thru 7/23; estimated sales 4055 kg total 

asking for 18000 kg 
asking for 20095 kg 

(b)(4) APQ is sufficient for increase 
b)(4) 

(b)(4) requests APQ 100607.2; (b)(4) asking for 20626 kg 
(b)(4 requesting 4 kg - available in APQ 
(b)(4) requesting an additional 250 kg - process/PD; 
(b)(4) masking 5600 kg 
(b)(4)  asking for 49627 kg; 1(b)(4) asking for 9700 kg increase 
(b)(4 asking for 113 kg - not justified now but may be later; 

85 kg PD; FDA estimated 15.7% increase or approximately 400 
(b)(4 asking for 1.855 kg - proposed APQ has thig quantity 

asking for 0.190 kg - available in proposed APQ 

(b)(4) ustified in 252 kg; wit 

(b)(4) 
(b)(4) 

(b)(4) 

(b)(4) 

 requesting APQ 1,000 kg; stating 450 kg to support 
comment 0.010 kg 
requesting 40 kg increase 
requesting 10500 kg increase 
comment 0.010 kg 

(b)(4) 

increase 564 kg; increase to 1500 kg 

asking 2700 kg (justified in 2050 kg)p)(4) asking forkg. Recommend 400 k 

Published 10/28109; (b)(4) not pub. 
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(b)(4) 

VIA FEDERAL EXPRESS 

DEA Federal Register Representative/ODL 
Drug Enforcement Administration Headquarters 
8701 Morrissette Drive 
Springfield, VA 22152 

RE: Comments to Federal Register DOCKET No. DEA-318R 
Proposed Revised 2010 Aggregate Production Quota for Methadone for sale (Code 9250) 
(b)(4) Bulk Manufacturing Registration No.: 

ATTENTION: DEA FEDERAL REGISTER REPRESENTATIVE/ODL 

The purpose of this correspondence is to formally submit comments to the Drug 
Enforcement Administration's ("DEA") Notice in the Federal Register published June 
23, 2010 (Docket No.: DEA-318R) proposing to decrease the 2010 Methadone for sale 
(Code 9250) aggregate production quota from 25,000,000 grams to 20,000,000 grams. 

(b)(4) is requesting that the Methadone for 
sale aggregate quota be adjusted, as necessary, to meet requirements for an 
additional 2,038 kg base (2,290 kg salt) Methadone production quota. 

(b)(4) 

Additional quota is required to supply the annual 2010 and First Quarter 2011 
Methadone Active Pharmaceutical Ingredient ("API") requirements of 
 , our sister company and Methadone API customer. 
Year to date, (b)(4) has shipped 2,560 kg base (2,876 kg salt) tol(b)(4) oes not 
export Methadone. 

(b)(4) 

(b)(4) 

Methadone Activity for 2010 is summarized in the following table: 

b)(4),(b)(7)(E) 

July 21, 2010 

Telephone 
Telefax 

E-Mail 

(b)(4),(b)(6) 

(b)(4);(b)(6) I 
(b)(4),(b)(6) 

(b)(4).(b)(6) 

(b)(4) 

2010 Methadone Activity 
Base Equivalence) 

(b)(4) 

(Kg 

Customer Name 

, 
Net Sales to 

Date" 

Open 
DEA Form 222 

Order2'

Planned Orders to 
be Submitted3' 4' 

Total Projected 
Sales4' 

(b)(4) 

2,560 (2,876 salt) 275 (309 salt) 1,220 (1,371 salt) 4,055 (4,556 salt) ' 
(DEA No.: 

b)(4) (b)(7)(E) 

1. As of 07/23/10 
2. Scheduled to ship 08/03/10 
3. (b)(4) kstimated requirements- reference comments to Federal Register DOCKET No. DEA-318R submitted 

07/21/10 by (b)(6) 11(b)(4)  Senior Compliance Professional 
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• 

(b)(4) 

(b)(6) 

(b)(4) 

Page 2 

(b)(4) current 2010 Methadone manufacturing quota is 2,352 kg base (2,643 salt). 
ur a' ditional quota requirement based on the following calculation is 24038 ke base (2,290 salt): 

2560 kg (2876 salt) Net 2010 Year to Date Sales 

275 kg (309 salt) Open 222 order (scheduled to ship 08/03/10)) 

1220 kg (1371 salt) Planned Orders, subject to b roeurement quota 

2027 kg (2278 salt) 2010 End of Year 50% Inventory Allowance 

2352 kg (2643 salt) Current 2010 Quota Grant 

1692 kg (1901 salt) 2009 Year End Inventory 

2038 kg (2290 Salt) Additional Methadone 2010 Production Quota Required 

Methadone Demand: 
Sales to  (b)(4) 'ear to date have been 2,560 kg base (2,876 salt) and a DEA 222 order/Certificate of 
Procurement • uota issued by (b)(4) for an additional 275 kg base (309 salt) has been received. As 
described in (b)(4) comments to DOCKET No. DEA-318R under separate letter to your attention, 

estimates they will require procurement fro (b)(4) • f an additional 1,220 kg base (1,371 salt) in 
2010 to support their 2010 sales and year-end inventory. (b)(4) is in the process of finalizing their 
requirements and ill submit a consistent increase to meet these requirements. Both of our 
quota increase requests will be submitted within the next few weeks. 

Methadone Invento : 
Included in equirements for quota is an inventory allowance of 2,027 kg base (2,278 salt) 
needed to meet 2011 First Quarter supply needs and allow (b)(4)  to maintain a critical safety 
stock inventory level. Since (b)(4) their preferred supplier,  (b)(4)  has expressed to us the importance 
of timely delivery of Metha i one active pharmaceutical ingredients ("APIs"). 

is to satisfy (b)(4)  requirements for the balance of 2010 and First Quarter 2011, it is essential 
that the 2010 Methadone aggregate be appropriately adjusted to provide for 10))(4)  additional quota 
requirements equal to 2,038 kg base (2,290 salt . The additional quota is needed to prevent disruption 
of the supply of methadone final product to ustomers/patients. 

Please contact (b)(6) 

or email 
tiona i ormation.. 

(b)(4),(b)(6) 
Regulatory Compliance Controlled  Substance Analyst, by phone at 

if you have any questions or require 

We appreciate your review and consideration of our comments and I want to thank you in advance for 
your kind assistance in this matter. 

Senior Division.-eounsel and Assistant Secretary 
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e 7 3

(b)(6) 

From: 
Sent: Friday, July 23, 2010 10:50 AM 
To: DeaDiversionPolicy 
Subject: Docket No. DEA-318R 
Attachments: 4587_001.pdf 

(b)(4) (b)(6) 

Attention: Federal Register RepresentativelODL 

Attached are (b)(4),(b)(7)(E) 

Reference Docket No. DEA-318R 

comments to FR Volume 75, Number 120. 

<<4587_001.pdf» 
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(b)(4) 

(b)(4) 

July 23, 2010 

Acting Deputy Administrator 
Drug Enforcement Administration 
Washington, D.C. 20537 

Attn: DEA Federal Register Representative [Docket No. DEA-318R1 

This letter constitutes (b)(4) comments on the Proposed Revised Aggregate 
Production Quotas for 2010, as published in Federal Register on June 23, 2010, FR Doc 
2Q10-15159 pages Page 35838-35841. In light of the fact that (b)(4) has no 
knowledge of either the amounts of any available aggregate quotas or the planned 
allocation of any aggregate, (b)(4) requests that DEA make any adjustments to the 
aggregate quotas sufficient to satisfy our requests for increased manufacturing quotas, 
which are outlined below. Because this comment contains proprietary information on our 
manufacturing quota needs, we also request that DEA treat this entire document as 
confidential. 

All requests below are stated in grams anhydrous base ("AA"). 

9230 Meperidine 

(b)(4) requests that the revised aggregate be sufficient to include our request for • 
2,300,000 grams AA of Meperidine manufacturing quota for 2010. 

9170 Diphenoxylate 

(b)(4) requests that the revised aggregate be sufficient to include our request for 
820,000 grams AA of Diphenoxylate manufacturing quota for 2010. 

9630 Opium Tincture 

(b)(4) requests that the revised aggregate be sufficient to include our request for 
1,330,000 grams AA of Opium Tinctire manufacturing quota for 2010. 

Contains Confidential and Proprietary Information 
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9652 Oxymorphone (For Sale) 

(b)(4) requests that the revised aggregate be sufficient to include our request for 
2,700,000 grams AA of Oxymorphone (For Sale) manufacturing quota for 2010. 

9143 Oxycodone (for Conversion) 

(b)(4) requests that the revised aggregate be sufficient to include our request for 
5,600,000 grams AA of Oxycodone (for Conversion) manufacturing quota for 2010. 

All other quota requests remain unchanged from (b)(4) original request. 

Sincerely, 
(b)(6) 

Manager, Controlled Substance Compliance 
(b)(6) 
(b)(4);(b)(6) 

Contains Confidential and Proprietary information 
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CONFIDENTIAL 

(b)(4) 

SENT VIA UPS - NEXT DAY AIR 

July 22, 2010 

DEA Headquarters 
Attn: DEA Federal Register Representative/ODL 
8701 Morrissette Drive 
Springfield, VA 22152 

Subject: Comments on Proposed Revised 2010 Alfentanil Manufacturing Quota 

• Dear DEA Federal Register Representative: 

(b)(4) 
manufacturing registration (b)(4)(b)(7)(E)  would 

like to comment on the 2010 Proposed Revised Aggregate Production Quota for Alfentanil as 
published in the June 23, 2010 Federal Register. 

We feel the proposed quantity of 6,300 grams as base of Alfentanil manufacturing quota is not 
sufficient to provide adequate supplies for the medical, scientific, research and industrial needs 
of the United States, and for the lawful export requirements. Our primary customer for the 
Alfentanil product line is the export volume to (b)(4) in Germany. To support their 
needs, along with an export request for 880 grams to the UK, and our domestic volume, we need 
to request an increase in the aggregate production quota. Separate from this communication, we 
are also submitting an application request for an additional 1,800 grams of Alfentanil 
manufacturing quota. .For the above reason, we feel the 6,300 grams of Alfentanil manufacturing 
quota is not sufficient and should be increased by at least 1,800 grams as base to a new total of 
8,100 grams as base. 

Thank you for your consideration► in this matter. Should you have any questions, please contact 
me at (b)(6) 

Vpry truth/ veil I rg 
(b)(6) 

DEA Materials Control Manager 

 Jb)(4) 
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(b)(4) 

SENT VIA UPS - NEXT DAY AIR 

• July 22, 2010 

DEA Headquarters 
Attn: DEA Federal Register Representative/ODL 
8701 Morrissette Drive 
Springfield, VA 22152 

0 CONFIDENTIAL 

Subject: Comments on Proposed Revised 2010 Oxymorphone Manufacturing Quota 

Dear DEA Federal Register Representative: 

(b)(4) 
manufacturing registration (b)(4) (b)(7)(E) would 

like to comment on the 2010 Proposed Revised Aggregate Production Quota for Oxymorphone 
as published in the June 23, 2010 Federal Register. 

We feel the proposed quantity of 2,570,000 grams as base of Oxymorphone manufacturing quota 
is not sufficient to provide adequate supplies for the medical, scientific, research and industrial 
needs of the United States, and for the lawful export requirements. We have four primary 
customers for Oxymorphone; 

These customers are in the process of receiving FDA approval for the generic 
form of Opana®, both for the IR and the ER formulations. Once they receive approval, we 
expect them to purchase approximately 71,200 grams each as base to support their launch. 
Separate from this communication, we are also submitting an application request for an 
additional 113,000 grams of Oxymorphone manufacturing quota. For this reason, we feel the 
2,570,000 grams of Oxymorphone manufacturing quota is not sufficient and should be increased 
by at least 113,000 grams as base to a new total of 2,683,000 grams as base. 

(b)(4) 

(b)(4) 

Thank you for your consideration in this matter. Should you have any questions, please contact 
me at (b)(6) 

DEA Materials Control Manager 

(b)(4) 
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°CONFIDENTIAL 
(b)(4) 

SENT VIA UPS - NEXT DAY AIR 

July 22, 2010 

DEA Headquarters 
Attn: DEA Federal Register Rcpresentative/ODL 
8701 Morrissette Drive 
Springfield, VA 22152 

Subject: Comments on Proposed Revised 2010 Remifentanil Manufacturing Quota 

Dear DEA Federal Register Representative: 

(b)(4) E7b4b)( ),( )( )( ) manufacturing registration  ( would 
like to comment on the 2010 Proposed Revised Aggregate Production Quota for Remifentanil as 
published in the June 23, 2010 Federal Register. 

We feel the proposed quantity of 2,500 grams as base of Remifentanil manufacturing quota is not 
sufficient to provide adequate supplies for the medical, scientific, research and industrial needs 
of  the United States, and for the lawful ex• sort requirements. Our customer for the Remifentanil 
is (b)(4) through and they have identified a need for 1,600 grams of 
material this calendar year. is migrating from importing the Remifentanil to qualifying 
a domeStic source. Separate from s communication, we are submitting an application request 
for an additional 1,855 grams of Remifentanil manufacturing quota.. For this reason, we feel the 
2,500 grams of Remifentanil manufacturing quota is not sufficient and should be increased by at 
least 1,855 grams as base to a new total of 4,355 grams as base. 

Thank you for your consideration in this matter. Should you have any questions, please contact 
b)(6) me at 

(b)(6) 

DEA Materials Control Manager 

(b)(6) 
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(b)(4) 

SENT VIA UPS - NEXT DAY AIR 

July 22, 2.010 

DEA Headquarters 
Attn: DEA Federal Register Representative/ODL 
8701 Morrissette Drive 
Springfield, VA 22152 

Ei CONFIDENTIAL 

Subject: Comments on Proposed Revised 2010 Sufentanil Manufacturing Quota 

Dear DEA Federal Register Representative: 

(b)(4) manufacturing registration would 
like to comment on the 2010 Proposed Revised Aggregate Production Quota or u entanil as 
published in the June 23, 2010 Federal Register. 

We feel the proposed quantity of 7,000 grams as base of Sufentanil manufacturing quota is not 
sufficient to provide adequate supplies for the medical, scientific, research and industrial needs 
of the United States, and for the lawful export requirements, We have signed a commercial 
agreement with a new customer in Germany and will begin supplying them annually with 420 
grams as base of material beginning in January 2011. Since our current inventory of Sufentanil 
will be low in the forth quarter of this year and we need to begin building inventory to meet their 
needs in the first quarter of 2011, we need to request additional quota for this year in order to 
have sufficient inventory to meet our needs. Separate from this communication, we are also 
submitting an application request for an additional 190 grams of Sufentanil manufacturing quota. 
For this reason, we feel the 7,000 grams of Sufentanil manufacturing quota is not sufficient and 
should be increased by at least 190 grams as base to a new total of 7,190 grams as base. 

Thank you for your  consideration in this matter. Should you have any questions, please contact 
me at (b)(6) 

Very truly yours, 
(b)(6) 

ateria s ontro Manager 

  b)(4) 
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July 14, 2010 

DEA Headquarters 
8701 Morrissette Drive 
Springfield, VA 22152 

Attn: DEA Federal Register RepresentativelODL) 

Re: Comments on "Controlled Substances: Proposed Revised Aggregate Production 
Quotas for 2010, "75 Federal Register (June 23, 2010); Docket No. DEA-318R" 

Dear Representative: 

1(b)(4) 
 therewith comments on a portion of the above referenced 

Federal Register proposal, specifically, the 2011 Proposed Revised Aggregate 
Production Quota for Opium (drug code 9630), b)(4) 'signed an 
agreement to transfer the manufacture of Opium Tincture tor" ) lin
2010. On June10, 2010,r)(4) I received 303000 grams of procurement 
quota for Opium Tincture. 

As noted in the attached letter,1(b)(4) Chas requested thatr)(4) "apply for an additional 
250000 grams of Opium Tincture to support the transfer, validation, and clinical study 
for Opium Tincture, 

l(b)(4) 
is requesting an increase of 250000 grams to the Opium Tincture 

aggregate for 2010 to ensure that there is adequate supply for the transfer, validation, 
and clinical study along with an uninterrupted supply for patients using this medication. 

Thank you for your time and consideration in this important matter, 

(b)(6) 
ubmitted 

Manager DEA Compliance & ecurity 

Attachments 
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(b)(4) 

July 20t , 2010 

(b)(6) 

Manager DEA Compliance & Security 
:b)(4) 

Dear ID)(6) 

Inder the terms of the commercial manufacturin agreement between (" 4) land 
,b)(4) 'effective January 2010 (h)(4) has agreed to manufacture Opium Tincture, USP 
(Deodorized) tor (b)(4) 

As a follow up to 'b)(4) etter dated March 23 6̀ 2010,(b)(4) would Ilk 
request for additional procurement quota for Opium Tincture, DEA Code No. 9630 
acknowledges the following: 

:b)(4) 

an 
by 

1) 

2) 

(b)(4) 

to submit to DEA a 

is in the process of completing the necessary technology transfer and 
product development required to allow for future production of Opium Tincture, USP on behalf 
of (b)(4) 

(b)(4) has received a ..roval for 303 kg Opium (Tincture), DEA Code No. 9630 
for registration runs in support of ;b)(4) NDA. Due to the challenges posed in the 
manufacturing of Opium Tincture, USP and the fact that b)(4) has not previously manufactured 
this product at their facility,l(b)(4) 'will request an additional 51 kg of Opium (Tincture), DEA 
Code 9630: 

a. 200 kg will be allocated 1) to produce a full scale_product development run prior to the 
start of the process validation runs, and this will provide material for clinical studies; 2) 
to allow for production of a fourth re• istration run to ensure that at least three runs are 
successfully completed in support of (b)(4) NDA filing. 

b. The additional 50 kg is required to have a 1'0 excess (of 303 kg already approved + 
additional 200 Kg) for sample analysis, stability sampling, and due to known assay 
variability in the Opium Tincture DEA Code No. 9630. 

3) Commencing in 2011, all manufrturino of Opium Tincture, USP for the benefit o 
(b)(4) will be done b (" 4) At the appropriate time, 
request additional procurement quota based on pro dt-iE demand. 

elleves this additional quota is necessary to ensure the success of the technology transfer, 
o ensure that the necessary data is generated in support of clinical trials and the filing of the NDA 

(b )(4) 'with the United States FDA. 

(b)(4) 

Furthermore, the additional drug product produced will guarantee the availability of Opium Tincture, 
USP for the patients that are dependent on this very important product. 
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Thank you very much for your attention to this matter, Please do not hesitate to contact me if you need 
clarification on any point. 

(b)(4) 

Cc: File 

Page 13U4 Vol. 1



(b)(6) 

(b)(4) 

From: 
Sent: 
To: 
Cc: 
Subject: 

Attachments: 

See attached. 

(b)(6) 

(b)(4),(b)(6) 

Thursday, July 22, 2010 5:09 PM 
DeaDiverstonPoiici

(b)(6) 

Comment to Proposed 2010 Revised Aggregate Production Quotas (Docket No. DEA-318R) 
[CONFIDENTIAL] 

fedreg comment 07132010.PDF (b)(4) 

Vice President, Regulatory Affairs 
(b)(4) 

Direct Line:
Fax: (b)(6) 

(b)(6) 

(b)(4),(b)(6) 

CONFIDENTIALITY NOTICE 

This email is the property o b)(4) and/or its relevant affiliates and may contain confidential and privileged 
material for the sole use of the intended recipient(s). Any review, use, distribution or disclosure by.or to others is strictly 
prohibited. If you are not the intended recipient (or authorized to receive for the recipient), please contact the sender at 

or reply to (b)(4) at (b)(4) (b)(6) and delete all copies of the message. 

Page 1305 Vol. 1



CONFIDENTIAL 

13 July 2010 

(b)(4) 

Drug Enforcement Administration 
Attn: DEA Federal Register Representative/ODL 
8701 Morrissette Drive 
Springfield, VA 22152 

Subject: Comment on Proposed 2010 Revised Aggregate Production Quotas 
Docket No. DEA-318R 

Dear Sir or Madom: 

(b)(4) is submitting this comment in reference to the Proposed 2010 Revised 
Aggregate Production Quotas published in the Federal Register under citation Vol. 75, No. 
120, pages 35838-35841, dated 23 June 2010. This is Docket No. DEA-318R. This 
comment relates to two controlled substances. 

(b)(4) is currently registered as a bulk manufacturer for Tapentado! (9780) and 
has applied to be registered as a bulk manufacturer for Tilidine (9750). It is uncertain whether 
DEA will complete the registration •rocess for Tilidine in lime for a manufacturing quota to be 
utilized in 2010. However, is submitting this comment for that subitance in case that 
occurs. Currently, there is no aggregate production quota assigned for 2010 for either of 
these substances. Any material that<b)(4) 'bulk manufactures of these substances will be 
used to produce exempt chemical preparations for sale as analytical reference materials. 
Also, quotas for 2011 will be requested for these substances at the appropriate time. 

(b)(4) reqUests that the 2010 aggregate production quota for the following iwo substances 
be revised to cover(b)(4)  anticipated requirement in the amounts listed: 

Tapentadol (9780) 10 g. 
Tilidine 19750) 10 g 

Should ou have any questions regarding this comment, please contact me at 

Regulatory Affairs 
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A • 

b)(6) 

b)(4),(b)(6) 
From: I 
Sent: Wednesday, July 21,-2010 2:54 PM 
To: 1 JiraniversionPolicv 
Cc:  (b)(4),(b)(6) 

Subject: . bkr -- 1Comments - Proposed Aggregate Product'On Quota Docket No. DEA-318R 
Attachments: 2010 Comments on Proposed APQ 7-21-2010.pdf 

Importance: High 

Dear Deputy Administrator: 

(b)(4) wishes to comment on the Schedule II compounds listed in the Proposed Revised 
Aggregate Production Quotas for 2010. Attached (in Adobe PDF format) please find our document for 
your review and consideration. Please do not hesitate to contact me with any questions. 

Best regards, 

1(b)(6) 

DEA Compliance/Security Manager 
(b)(4) 

(b)(6) 

(b)(4)(b)(6) 

office 
fax 

Confidentiality Notice: This e-mail transmission may contain confidential or legally privileged information that is intended.only for the individual 
or entity named in the e-mail address. If you are not the intended recipient, you are hereby notified that any disclosure, copying, distribution, 
or reliance upon the contents of this e-mail is strictly prohibited. If you have received this e-mail transmission in error, please reply to the 
sender, so that (b)(4) can arrange for the proper delivery, and then please delete the message from your inbox. Thank you. 
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(b)(4) 

(b)(4) 

July 21, 2010 

DEA Headquarters 
Attention: DEA Federal Register Representative/CCD 
8701 Morrissette Drive 
Springfield, VA 22152 

Subject: Docket No. DEA-3 18R 

Dear Deputy Administrator: 

(b)(4) wishes to comment on seven basic classes of Schedule II compounds listed in the subject 
document whereby we believe the Aggregate Production Quota (APQ) is not sufficient to support 
our ro'ected customer needs for the remainder of 2010 and into the first Quarter of 2011. 
(b)(4) is concerned that of these, six are proposed to remain at the Established initial 2010, 
Quota levels, and one is proposed to be reduced. 

(b)(4) suggests that APQ should be increased in the following Basic Classes: 

Basic Class 

Previously 
Established Initial 

2010 Quotas 

. Proposed 
Revised 2010 

Quotas 

2010 
Quota 
issued 

2010 
Quota 

Required 

Date of 
Quota 

Request 

4:;MFAS*0214 • gams grams grams grams fit,*! 441850 
6/29/2010 Codeine (sale) 39,605,000 39,605,000 9,392,000 14,097,000 

Codeine (cony) 65,000,000 65,000,000 0 1,125,000 7/19/2010 

Hydrocodone (sale) 55,000,000 • 55,000,000 20,000,000 23,878,000 
7/19 & 
7/21/10 

Methylphenidate 50,000,000 50,000,000 11,890,000 18,000,000 7/9/2010 
Morphine (sale) 35,000,000 35,000,000 13,942,000 20,095,000 7/19/2010 
Morphine (cony) 100,000,000 83,000,000 13,924,000 20,626,000 7/19/2010 
0 xycodone (sale) 88,000,000 88,000,000 128,670,000 49,627,000 7/19/2010 

(b)(4) has submitted quota requests to Dr. Christine A. Sannerud, Ph.D., Chief, Drug & 
Chemical Evaluation Section, which include specific data to support our position for 
increasing APQ in s e"ove tabled basic classes. 

ide is ni formation in Erna, zing the 2010 aggr, e ate • uota. If on have questions 
request, please do nqt J6sitate to contact me at 

DEA Compliance/Security Manager 
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(b)(6) 

From: 
Sent: 
To: 
Subject: 
Attachments: 

(b)(4);(b)(6) 

Wednesday, July 21, 2010 1:21 PM 
DeaDiversionPolicy 
(b)(4) 'comments to DEA Docket NO. DEA-318R - attached pdf 
(b)(4) I-aggregate-comment-letter.pdf 

Importance: High 

(b)(4) 

aggregate-comment-ietter.pdt>> 

comments are included in the attached pdf. 

Thank you for your consideration in this matter. 

Best regards, 

(b)(6) 

Senior Compliance Professional, Compliance Services
(b)(4);(b)(6) 

b)(4);(b)(6) 

 1 
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(b)(6) 

(b)(4) 

July 21, 2010 

Via Email 

Dea.diversion.oclie_yQusdoj.gov 

Re: Notice of Proposed Revised Aggregate Production Quotas — 2010 
Methadone (for sale); Ref: Docket No. DEA-318R 

Attention: DEA Federal Register Representative 

Reference is made to the Federal Register Notice dated June 23, 2010 (Docket No. 
DEA-318R) in which the Administration published their proposal to decrease the 
Methadone (for sale) aggregate quota from 25,000,000 grams to 20,000,000 grams. 
This letter is being submitted to comment on this proposal. 

(b)(4) - DEA Registration it 
procures Methadone (for sale) active drug substance for the manufacture of 
finished dosage forms. We have reached a point in this quota year where we have 
evaluated our sales figures versus our 2010 authorized quota and anticipated 
inventory. (b)(4) has experienced an increase in 2010 gales for Methadone over and 
above the sales rate for 2009. Based upon this evaluation we are in the process of 
preparing a quota increase request for approximately 1220 Kgs of Methadone base. 
In discussions with (b)(4)  our sister 
company and Methadone API supplier, they will also submit a consistent increase 
for their Methadone production quota to meet (b)(4) increase in sales. Both of our 
quota increase requests should be submitted within the next few weeks. 

(b)(4) 

(b)(4) (b)(7)(E) 

will require respective Methadone procurement quota and 
production quota increases in order for  (b)(4)  to continue to provide the 
marketplace with our finished dosage forms in 2010 and early 2011. We are 
concerned that if the Methadone (for sale) aggregate production quota is lowered, 
additional active drug substance for the legitimate medical use in the United States 
will not be available. We therefore respectfully request that the Administration not 
reduce the initially published quota of 25,000,000 grams of Methadone (for sale). 

Please contact me at (b)(6) 

require additional information. 

Sincerely,

Senior Compliance Professional, Compliance Services 
(b)(4) 

(b)(4);(b)(6) 

if you have any questions or 

(b)(4) 

(b)(4) 
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b)(6) 

From: 
Sent: 
To: 
Cc: 
Subject: 

Attachments: 

To whom it may concern, 

(b)(4);(b)(6) 

Tuesday, July 20, 2010 10:14 A
DeaDiversionPoticv
(b)(4);(b)(6) 

DOCKET NO. DEA-318R -p)(4)  LUNIN1hN 15 vroposeo Keviseu Ayyreycitu 
Production Quota for 2010 Ta•entadol (MU) 
Docket No. DEA-318R omments, 20 July 2010.pdf 

Attached you will find comments from 
DEA-318R. 

(b)(4) 

(See attached file: Docket No. DEA-318R, 
2010.pdf) 

Please confirm receipt. 

If you have any questions please let me know. 

(b)(4) 

Sr. uali & Regulatory Affairs Specialist 
(b)(4);(b)(6) 

(b)(4) 

on the Docket No. 

comments, 20 July 

1 
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(b)(4) 

(b)(4) 

(b)(4) 

July 20, 2010 

ATTN: Federal Register Representative/ODL 
8701 Morrissette Drive 
Springfield, VA 22152 

Sent via email: dea.diversion.policv4usdnj.siov 

RE: Docket No. DEA-318R 
Proposed Revised Aggregate Production Quotas for 2010 
Tapentadol (9780) 

(b)(4) (b)(4);(b)(7)(E) submitted application for bulk manufacturing registration of 
Tapentadol on May 22, 2009. The Notice of Application was posted on the federal register on 
28 Oct 2009. As of today, the (b)(4) Notice of Registration has not been posted. 

DEA requested more customer information to support our application. 
customer letters of intent (L01) to purchase 445 kg Tapentadol from 
Additional customer interest is expected as generic harmaceutical manufacturers are be nnin 
drug formulation. development for this product. will partner initially with 

to manufacturing bulk drug product to support their Abbreviated 
New Drug Application (ANDA). 

(b)(4) 

(b)(4) 

(b)(4) 

provided two 
in 2010/2011. 

requests that the DEA revise the 2010 a r re ate production quota to establish at least 
1000 kg of Tapentadol manufacturing quota. (b)(4) will apply for manufacturing quota once 
the anticipated  (b)(4)  Tapentadol manufacturing registration is published. This aggregate 
quota is essential to support the formulation development work per anticipated product 
development schedules. 

Thank you for your consideration of this request. 

1.2 n tfiilw vniirs 
(b)(6) 

Directory of Quality, EI-I&S 
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Page 1 of 1 

(b)(6) 

From: 

Sent: 

To: 

Cc: 

(b)(4);(b)(6) 

Monday, June 22, 2009 6:40 PM 

DeaDiversionPolicy 
(b)(6) 

Subject Attn: DEA Federal Register Representative [Docket No. DEA-318P] 

DEA Federal Register Representative: 

Please see the attached comments to  the Proposed 2010 Aggregate Production Quotas 
(b)(4);(b)(6) 1(b)(4),(b)(6) for 

Sincerely, 

(b)(6) 

Supervisor, Controlled Substance Compliance 
b)(4) 

Telephone (office) b)(6) 

b)(4);(b)(6) 

6/23/2009 
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V .1 

(b)(4) 

July 16, 2010 

DEA Headquarters 
8701 Morrissette Drive 
Springfield, VA 22152 
Attn: DEA Federal Register Representative/ODL 

Re: Comments on "Controlled Substances: Proposed Revised Aggregate Production 
Quotas for 2010", 75 Federal Register (June 23, 2010); On behalf of the following 
manufacturing registrant: 

(b)(4) 

Re: Docket No. DEA-318R 

Dear Deputy Administrator: 

(b)(4) 

Registration # (b)(4),(b)(7)(E) 

CONFIDENTIAL 

herewith comments to a portion of the above referenced Federal 
Register proposal. Specifically, (b)(4) believes that the Proposed Revised 
Aggregate Production Quota for 2010 for the following controlled substances: 

Oxycodone (Sale) (Drug Code 9143) 
Tetrahydrocannibinols (Drug Code 7370) 
Thebaine (Drug Code 9333) 

may not be adequate for the medical, scientific, research and industrial needs of the 
United States. 

The revised aggregate quota for 2010 for Oxycodone (sale) has been proposed at 
88,000,000 grams which is the same level as the initial aggregate quota for 2010. At this 
time (b)(4)  has a quota request pending with DEA for 9,700 kg. 
b)(4) requests that its pending application be considered when finalizing the 
revision to the 2010 Aggregate Production Quota for Oxycodone (sale). 

(b)(4) 

The revised aggregate quota for 2010 for Tetrahydrocannibinols has been proposed at 
216,000 grams which is 96,000 grams  less than the initial aggregate quota for 2010. At 
the present time (b)(4) has a quota request pending with DEA for 
40,000 grams.(b)(4)  requests that its pending application be considered 
when finalizing the revision to the 2010 Aggregate Production Quota for 
Tetrahydrocannibinols. 

(b)(4) 
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The revised aggregate quota for 2010 for Thebaine has been proposed at 
126,000,000 grams which is the same level as the initial aggregate quota for 2010. At 
this time (b)(4) has a quota request pending with DEA for 10,500 kg. 

requests that its pending application, be considered when finalizing 
the revision to the 2010 Aggregate Production Quota for Thebainc. 
(b)(4) 

Any issues or correspondence pertaining to the above matter may be addressed to my 
attention. 

Director, Regulatory Affairs 
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(b)(4) 

July 13, 2010 

DEA Headquarters 
Attention: DEA Federal Register RepresentativelODL 
8701 Morrissette Drive 
Springfield, VA 22152 

RE: Docket No. DEA-318R 

Dear Deputy Administrator: 

(b)(4) submit the following comments regarding the Proposed Revised 2010 
Aggregate Quota or controlled substances in schedules I and II of the Controlled 
§ubstances Act. 

(b)(4) is a producer of Hydromorphone HCI API, and are the only FDA 
approved supplier of Hydromorphone HCI API to 
(b)(4) 

(b)(4) 

We are seeing an increase of approximately 10% in the market demand for . 
Hydromorphone HCI, supported by the attached drug shortage page from the American 
Society. of Health —System Pharmacists. 

Due to this demand increase we roose that the 2010 Aggregate Quota be increased 
by 10% for Hydromorphone. b)(4) synthetic pathway to produce. 
Hydromorphone requires 1.6 to 1 kg o y•romorphine, so this quota should be 
increased by 16%. Morphine (for conversion) is the starting material for. this synthesis 
and (b)(4) consumes 1.15 kg per kg of Dihydromorphine. 

Therefore, our recommended 2010 Revised Aggregate Quota is as follows: 

Hydromorphone 3,639,000 g 

Dihydromorphine 3,828,000 g 

Morphine (for conversion) 100,607,200 g 

Sincerely. 

(b)(6) 

Executive Vice President 
(b)(4) 
(b)(6) 

(b)(4) 
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Bulletin latp://www.ashp.orgnreport/PRACTICEANDPOLICY/PracticeResource... 

Vi

i' 

.,e. American SoneIv of 
11' HeuoiglheHt45ywstem iihormarieds-•iri 

/ 
asc 

Hydromorphone Hydrochloride Injection 
01 July 2010 

Products Affected - Description 
Dilaudid-HP powder for injection, Purdue 
250 mg vial (NEC 59011-0446-25) 

Hydromorphone hydrochloride injection, Hospira 
1 mg/mL, 1 mL Carpuject syringe (NDC 00409-1283-31) 
2 mg/mL, 1 mL Carpuject syringe (CDC 00409-1312-30) 

mg/mL, 1 mL ampul (NDC 00409-2552-01) 
10 mg/mL, 1 nt ampul (CDC 00409-2172-01) - discontinued 

Hydromorphone hydrochloride injection, Teva 
10 mg/mL. 1 mL vial (NDC 00555-1117-05) 
10 mg/mL, 5 na. vial (CDC 00555-1117-06) 
10 mg/mL, 50 mL vial (NOC 00555-1117-07) 

Reason for the Shortage 

Hospice's Carpuject syringes have been in short supply due to increased demand for product. 

Purdue Pharma, Teva, and Baxter could not provide a reason for the shortage. 

Estimated Resupply Dates 

Purdue Pharma has Dilaudid HP powder for injection on back order with an estimated release date of mid-July, 2010. Maude 

is available in 1 mg/mL 1 mL 10 count (NEC 59011-0441-10), 2 rig/mL 1 mL 10 count (NDC 59011-0442-10) and 25 count 

(NOG 59011-0442-25). and 4 mg/mL 1 mL 10 count (NEC 59011-0444-10) ampules. Dilaudid HP is available in 10 mg/mL 1 

mL (NDC 59011-0445-01) and 5 mL (NEC 59011-0445-05) ampules, and 10 mgimL 50 mL (NDC 59011-0445-50) vials. 

Hospira has available several presentations of hydromorphane injection in Carpuject syringes. vials, and ampules. 

Hydromorphone 4 mg/mL Carpuject syringes (NDC 00409-1304-31) are readily available. The 1 mg/mL and 2 mg/mL 1 mL 

Carpuject syringes are on back order and the company estimates a release date in the 4th quarter of 2010. The 1 ingtml_ 1 

lit ampule Is on back order and the company estimates a release date of aid-July, 20101 The 2 mg/mL 1 mL ampule (NDC 

00409.3356-01) and vial (CDC 00409-3365-01), 10 mg/mL 1 mL (NDC 00409-2634-01), 5 mL (NIX 00409-2634-05), arid 50 

mL (NDC 00409-2634-50) vials, and 4 mg/mL 1 mL ampules (NDC 00409-2540-01) are readily available. 

Baxter has available hydromorphone 2-mg/mL in 1 mL (NDC 00641-0121-025) and 20.mL (NEC 00541-2341-41) vials, 

Teva (formerly Barr) has all hydromorphone presentations on backorder with an estimated release date of late-September, 

2010. 

Related Shortages 

Acetaminophen/dichloralphenazone/isornetheptene— Resolved 

Afentanil Injection— Resolved 

Butorobanol Injection— Resolved 

Choline Magnesium Trisal!cylate 

Codeine Phosphate Injection— No Longer Available 

Codeine Phosphate Oral Solution— No Longer Available 

Diazepam Iniection 

1 of 2 Page 1317 7/12/2010 11:01 AM Vol. 1



Bulletin http:// .aslip.orp/ImportTRACTICEANDPOLICY/PraoticeResource... 

hentanvl Transdermal System Patch— Resolved 

htydrocodone Tablets—Resolved 

Indomethacin Caosules— Resolved 

Indomethacin Injection 

Ketorolac Injection 

MePetiOine.— Resolved 

Meoeridine / Promethazine— No Longer Available 

Methadone Hydrochloride Injection— Resolved 

Methadone Hydrochloride Tablets— Resolved 

Methadone InMetion— Resolved 

Methadone Oral Tablets and Llauict— Resolved 

Alcrpyrn  Syringes—Resolved 

shine Sulfate— No Longer Available 

Morphine Sulfate' Extended-Release Products— Resolved 

Morphine.Suifate: Oral Concentrated Solution 

Oweodone nbinations Capsules and Tablets— Resolved 

Oximodone Extended-Release Tablets— Resolved 

Oxvcocone Tablets Capsules and Solutions— Resolved 

Pentazocine Naloxone Tablets— Resolved 

Phi:AramCapsules 

Remiferthedl Hydrochloride— Resolved 

Sufentanil Iniection— Resolved 

Updated 
July 1. 2010; June 8, 2010; May 13.2010: April 21, 2010; April 7. 2010; March 15. 2010; February 9, 2010; January 19, 2010; 
December 22, 2009; December 3, 2009; November 11, 2009; October 21, 2009; September 2, 2009; August 12, 2009; July 16, 
2009; June 23, 2009; May 29, 2009; May 20, 2009; May 7, 2009; April 28, 2009; April 14, 2009; April 1, 2009; March 20, 2009; 
March 16, 2009; March 12, 2009. University of Utah: Drug Information Service. Copyright 2010, Drug Information Service. University 
of Utah, Salt Lake City, UT. 
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i' • 

(b)(4) 

DEA Headquarters 
Attn: IDEA Federal Register RepresentativefODL 
8701 Morrissette Drive 
Springfield, VA 22'152 

July 1, 2010 

Subject: Docket No. DEA-318R - Oxymorphone 

Dear Federal Register Representative, 

(b)(4) 

(b)(4) 

f
b)(4),(b)(6) 

is a registered manufacturer  (b)(4) (b)(7)(C) of Oxymorphone. The 2010 
repose• evised Aggregate Production Quota for Oxymorphone is not sufficient. On April 1, 

20101(b)(4) 'submitted a IDEA Form 189 requesting 85 kg of Oxymorphone 
manufacturing quota, which was denied on May 13th due to constraints of the aggregate. 

(b)(4) requested this quota to manufacture two technical and four validation batches 
of a new low impurity Oxymorphone process.j(b)(4) (has forecasted 
Oxymorphone HCI, law impurity sales,of 31 kg (26.35 kg as base) for 2010. 

(b)(4) respectfully requests that the 2010 aggregate production quota for 
Oxymorphone be established at least at 2,655,000 grams, which is the amount DEA is 
proposing plus 85 kg for 1(b)(4) 

Once the increased aggregate has been finalized,1(b)(4) 'will submit another DEA 
Form 189 to request the 85 kg of manufacturing quota. If you have any questions or require 
additional information, please feel free to contact me directly. 

Sincerely, 

(b)(4) 

fb)(6) 

DEA Compliance Manager 
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a 
(b)(4) 

DEA Headquarters 
Attn: DEA Federal Register Representative/ODL 
8701 Morrissette Drive 
Springfield, VA 22152 

July 1, 2010 

Subject Docket No. DEA-318R Dextropropoxyphene 

Dear Federal Register Representative, 

(b)(4) 

(b)(4) 

(b)(4);(b)(6) 

is a registered manufacturer (b)(4) (b)(7)(E) of Dextropropoxyphene. Under 
separate cover [6)(4) iis submitting a DEA Form 189 for an increase of 10,000 kg in 
our Dextropropoxyphene manufacturing quota for 2010. (b)(4) wants to be sure that the 
reduction in the national a■ •regate from 106,000 kg to 92,000 kg will still allow sufficient quota 
in the aggregate fo b)(4) to be granted the requested 10,000 kg. 

Briefly, (b)(4) beginning inventory of Dextropropoxyphene was 21,154 kg, our 
current manufacturing quota is 36,737 kg as base, our sales through 6/30/10 were 32,084 kg as 
base and are projected to be 16,500 kg as base for the balance of the year. Our current quota 
will not allow sufficient inventory to be carried into 2011 to meet our first quarter demand 15,000 
kg as base. 

(b)(4) respectfully requests that the 2010 aggregate production quota  for
Dextropropoxyphene be established at a level that will allow sufficient quota for 
to be granted an additional 10,000 kg of manufacturing quota in 2010. If you have any 
questions or require additional information, please feel free to. contact me directly. 

Sincerely, 

(b)(4) 

(b)(4);(b)(6) 

DEA Compliance Manager 

(b)(4) 

(b)(4) 
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(b)(4) 

J3)(4) 

July 6, 2010 

DEA Headquarters 
8701 Morrissette Drive 
Springfield, VA 22152 

Attn: DEA Federal Register RepresentativelODL) 

Re: Comments on "Controlled Substances: Proposed Revised Aggregate Production 
Quotas for 2010, "75 Federal Register (June 23, 2010); Docket No. DEA-318R" 

Dear Representative: 

b)(4)  Iherewith comments on a portion of the above referenced 
Federal Register proposal, specifically, the 2010 Proposed Revised A• • re•ate 
Production Quota for Hydromorphone (drug code 9150). During 2010 

submitted a manufacturing allocation request dated April 19, 2010 and 
an updated request via email on May 11, 2010 , which DEA was unable to process due 
to insufficient quantity remaining in the aggregate. 

(b)(4) 

(b)(4) 

(b)(4) 

 received Hydromorphone quota for 336000 grams base for 2010. 
requires an additional 66213 grams base of Hydromorphone to satisfy the 

demands of our customers for 2010. Attached find the supporting documentation for 
the increase. 

Based on ustomer and inventory reserve requirements, there is a demonstrated 
need to provide for a minimum increase of 67,000 grams (base), for a total of 403,000 
grams base Hydromorphone to meet the requirements of ;b)(4) 

Thank you for your time and consideration in this important matter. 

,b)(6) 

Manager DEA ompliance & Security 

Attachments 
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Hydrornorphone 

Customers Sales 1/1/2010 thru 5/11/2010 

grams base 

(b)(4);(b)(7)(E) 

Total 27110.47 

(b)(4);(b)(7)(E) 

Total 56835.04 

(b)(4);(b)(7)(E) 

Total 35207.6 

(b)(4);(b)(7)(E) 

Hydromorphone HCL 22250.00 

TOTAL 141403.11 
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Hydromorphone Forecast Sales May thru Dec 2010 
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260820 
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FED EX 

April 19, 2010 

Drug Enforcement Administration Headquarters 
Attn.: Christine Sannerud, Ph D.,Chief 
Drug and Chemical Evaluation Section (ODE) 
8701 Morrissette Drive 
Springfield, VA 22152 

2010 Hydomonohone (9150) and Wismohine (9300)Quota 
Manufacturer DEA 4  (b)(4);(b)(7)(E) 

Ladies and Gentlemen: 

(b)(4) ( is requesting additional quota for 22 kgs of 
Hydromorphone base for the.Tech Transfer of Hydromorphone IR tablets for 
(b)(4) 

(b)(4) will also require 37.5 kgs of Morphine base to manufacture the 22 kgs of 
Hydromorphone base. 

This re• uest is supported by the attached quota letter provided by 

if you have any additional questions, please contact me at 
(b)(4) (b)(6) 

Manager DEA Compliance & Security 

(b)(6) 

(b)(4) 

or email 
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(b)(4) (b)(4) 

February 2, 2010 

Christine A. Sannerud, PH.D., Chief 
DEA Headquarters 
8701 Morissette Drive 
Springfield, VA 22152 

Re: 2010 Hydromornhone (9150 Product Develo 
b)(4) Re istration (b)(4) (b)(7)(E) 

matt Allocalon for (b)(4) 

Authority is requested to procure 22.0 kgs(base), an increase of 22.0 kgs(base) over the 
current authorization of 0.0 kgs. (Attached. is an updated DEA-250 to support this request.) 

This material is requested to suOnort the Tech Transfer of Hydromorghone IR Tablets 
(Dilaudid) from (b)(4) to (b)(4) I as outlined in 
Attachment I. Due to unexpected uniformity results from the three initial validation batches 
additional quota is required. to repeat the Characterizationaegistration/Validation batches. 

Note: DEA granted an t increase on 11/17/09 to suppor this project however.(b)(4)
(b)(4) 1was unable to manly the API by 12/31/09. 

Any issues or correspondence pertaining to the above subject should be addressed to: 

(b)(4);(b)(6) 

enter r cutivc Director-SCM 

Attachment 

Dedicated to Physician and Patient 
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(b)(4) 

(b)(4) 

DEA Headquarters 
Attention: DEA Federal Register Representative/ODL 
8701 Morrissette Drive 
Springfield, VA 22152 
Dea.diversion.policyRusdoj.gov 

0 
RECEIVED 

 TVJECTFTryj ° 6

Wf 2-3 

RE: Controlled Substances: Proposed Revised Aggregate Production 
Quotas for 2010 (Docket No. DEA-318R) 

Dear Deputy Administrator: 

submits the following comments regarding the Proposed Revised 2010 Aggregate Quota 
for contro ed substances in schedules I and IT of the Controlled Substances Act (Federal Register/ 
Volume'75, No. 120 / June 23, 2010). 

July 20, 2010 

(b)(4) is a producer of Hydromorphone HCI finished product: 

o Hydromorphone Hydrochloride Injection USP, 10 mg/mL — 10 mg / 1 inL ampules 
o Hydrornorphone Hydrochloride Injection USP, 10 mg/mL — 50 mg / 5 mL ampules 
o Hydromorphone Hydrochloride Injection USP, 10 mg/mL— 500 mg / 50 mL vials 

Our only FDA approved source of Hydromoiphone HCI active pharmaceutical ingredient (API) is 
(b)(4) 

We are seeing an increase of approximately 10% in the market demand for Hydromorphone HC1 
finished product, and we are unable to satisfy customer demand due to a shortage of APT. This 
circumstance is confirmed by the July 2010 issue from American Society of Health — System 
Pharmacists (drug shortage page attached): 

http://www.ashp.orgamport/PRACTICEANDPOLICY/PracticeResourceCenters/DrugShortages/GettingStarted/ 
CurrentShortages/Bulletinaspx?id=524 

Due to this demand increase, we propose that the 2010 Aggregate Quota be increased by 10% for 
Hydromorphone. 

API Status: (b)(4)  synthetic pathway to produce Hydromorphone requires 1.6 to 1 kg of 
Dihydromorphine, so this quota should be increased by 16%.  Morphine (for conversion) is the 
starting material for this synthesis and (b)(4) consumes 1.15 kg per kg of 
Dihydromorphine. 
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DEA Headquarters 
Attention: DEA Federal Register Representative/ODL 

Therefore, the recommended 2010 Revised Aggregate Quota is as follows: 

Hydromorphone 3,630,000 g 

Dihydromorphine 3,828,000 g 

Morphine (for conversion) 100,607,200 g 

Finished Product Status: 

July 20, 2010 
Page 2. 

Based on current sales forecasts and customer orders, (b)(4) most recently requested a quota increase 
from 23,300 grams (in 2009) to 81,000 grams in 2010. DEA granted an increase to 63,000 grams. 
On July 14th, nee again requested a quota authorization increase for 2010 in the amount of 
19,000 — so as to allow an increase from 63,000 grams to the previously requested total of 81,000 
grams, for 2010. (See attached DEA Forms 250). 

Your immediate attention to this matter is greatly appreciated. 
(b)(6) 

Je h owe 

we ce- • resident - Operations, 
Global 'Quality Assurance & Technical Services 
Toll Free: 
Direct: 
Fax: 
Email: 

1(b)(4) 

(b)(4);(b)(6) 

(b)(4);(b)(6) 

Quality Policy: It is (b)(4) policy to preserve and improve patient health by consistently delivering high quality, safe and 
effective specialty pharmaceutical products, that meet or exceed customer expectations. 

Attachments: 

o American Society of Health — System Pharmacists (drug shortage oar) 
o FDA product approval letters (b)(4) 
o DEA Forms 250 ( (b)(4)
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Dated- June 8, 2010. 
Mark J. Mucaus, 
Acting Regional Director. 
[FR Ea a 2010-15160 Filed 6-22-10; 8:45 anti 
BiluNG COVE 4210-55-F,

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-3111R] 

Controlled Substances: Proposed 
Revised Aggregate Production Quotas 
for 2010 

AGENCY: Drug Enforcement 
Administration (DEA). Justice. 
ACTION: Notice of proposed revised 201.0 
aggregate production quotas. 

SUMMARY: This notice proposes revised 
2010 aggregate production quotas for 
controlled substances in schedules I and 
II of the Controlled Substances Act 
(CSA). 

DATES: Written comments must be 
postmarked, and electronic comments 
must be sent on or before July 23, 2010. 
ADDRESSES: To ensure proper handling 
of comments, please reference "➢ocket 
No. DEA-318R" on all written and 
electronic correspondence. Written 
comments should be sent to the ➢EA 
Headquarters, Attention: DEA Federal 
Register Representative/ODL, 8701 
Morrissette Drive, Springfield, VA 
22152. Comments may be directly sent 
to DEA electronically by sending an 

electronic message to 
dea.diversionpolicytiusdoj.gov. An 
electronic copy of this document is also 
available at the http:// 
www.regulations.govWeb site. 
However, persons wishing to request a 
hearing should note that such requests 
must be written and manually signed; 
requests for a hearing will not be 
accepted via electronic means. DEA will 
accept attachments to electronic 
comments inMicrosoft Word. 
WordPerfect, Adobe PDF, or Excel file 
formats only. DEA will not accept any 
file format other than those specifically 
listed here. 
FOR FURTHER INFORMATION CONTACT: 
Christine A. Sannerud, PhD, Chief, Drug 
and Chemical Evaluation Section, Drug 
Enforcement Administration, 8701 
Morrissette Drive, Springfield, VA 
22152, Telephone: (202) 307-7183. 

SUPPLEMENTARY INFORMATION: Section 
306 of the CSA (21 U.S.C. 826) requires 
that the Attorney General establish 
aggregate production quotas for each 
basic class of controlled substance listed 
in schedules I and II. This responsibility 
has been delegated to the Administrator 
of the DEA by 28 CFR 0.100. The 
Administrator in turn, has redelegated 
this function to the Deputy 
Administrator, pursuant to 28 CFR 
0.104. 

On May 21, 2009. a notice of 
proposed 2010 aggregate production 
quotas for certain controlled substances 
in schedules I and II was published in 
the Federal Register (74 FR 23881). This 

notice stipulated that the DEA would 
adjust the quotas in 2010 as provided 
for in 21 CFR part 1303. The 2010 
established aggregate production quotas 
were published in the Federal Register 
(74 FR 54080) on October 21, 2010. 

The proposed revised 2010 aggregate 
production quotas represent those 
quantities of controlled substances in 
schedules I and II that may be produced 
in the United States in 2010 to provide 
adequate supplies of each substance for: 
The estimated medical, scientific, 
research and industrial needs of the 
United States; lawful export 
requirements; and the establishment 
and maintenance of reserve stocks. 
These quotas do not include imports of 
controlled substances for use in 
industrial processes. 

The proposed revisions are based on 
a review of 2009 year-end inventories, 
2009 disposition data submitted by 
quota applicants, estimates of the 
medical needs of the United States, 
product development, and other 
information available to the DEA. 

Therefore, under the authority vested 
in the Attorney General by Section 306 
of die CSA (21 U.S.C. 826), and 
delegated to the Administrator of the 
DEA by 28 CFR 0.100, and redelegated 
to the Deputy Administrator pursuant to 
28 CFR 0.104, the Deputy Administrator 
hereby proposes the following revised 
2010 aggregate production quotas for the 
following controlled substances, 
expressed in grams of anhydrous acid or 
base: 

Basic class 
Previously 

established initial 
2010 quotas 

Schedule I 

Proposed revised 
2010 quotas 

20-DimethoxyarnphetamIne  29 2g 
2,5-Dimethoxy-4-ethylamphetamine (DOET)  2g 2g 
3-Methylfentanyl  2g 2g 
3-Methylthiofentanyl  2g 2g 
3,413ethylenedioxyamphetamine (MDA)  25 g 20 g 
3,4-Methylenedioxy-N-ethylamphatamine (MDEA)  10g 10g 
3,4-Methylenedioxynielliamphetanline (MOMA)  20 g 20 g 
34,5-Trimethoxyamphetamine  2g 2g 
4-Bromo-2,5-dimelhoxyamphetamine (DOB)  2g 2g 
4-Bromo-2,5-dimelboxyphenethylamine (2-CB)  2g 2g 
4-Nlethoxyarnehetamine  77g 779 
4-Methylarninorex  2g 2g 
4-Methyl-2,5-dimethoxyamphetamine (DOM)  2g 2g 
5-Methoxy3,4-methyleneclioxyamphetamine  2g 2g 
5-Methoxy-N,Nbckisopropyltryptamine  5g 0 g 
Acelyi-alpha-Methylfentanyl  2g 2g 
Acetyldihydrocodeine  2g 2g 
Agetylmethadol  2g 2g 
Allylpradlne  2g 2g 
Alphacetylmethadol  2g 2g 
Alphaaethyltryptamine  2g 2g 
Alphameprodine  2g 2g 
Almamethadol  2g 2g 
Alpha-melhylfentanyl  2g 2g 
Mpha.melhythicifenlanyl  2g 2g 
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Basic class 
Previously 

established initial 
2010 quotas 

Proposed revised 
2010 quotas 

Alpha-melhyltryptamine (AMT)  
Aminorex  
Benzyimorphine  
Betacetylmothadol  
Beta-hydroxy-3-methyllentanyl  

2 g 
2 g 
2 g 
2 9 
2 g 

2 g 
2 g 
2 g 
2 9 
2 9 
2 

Beta-hydroxylentanyl  
2 g g 

2 
oetameprodine  

2 g g 
2 

Betaprodineethadol  
2 g 
2 g 

g 
2 g 

gulene  
3 g 3 g 

3 Cathinono

Cacieine-N-oxide  

3 g 
602 g 

g 
602 g 

2 
DiethyltryptamIne  

2 g g 
0.0008 

Difenoxin  
Dihydromorphine  

3,000 g 
3,300,000 g %500.000 g 

3 
Dimelhyltryplamine  

3 g 9 

Heroin  add  
24,200,000 g 52,156,000 g 

20 
Heroin  

20 g g 
2 

Hydromorphinol  
2 g g 

2 
tionurypetudine  

2 g g 
1 

lbogaine  
1 g g 

15 
Lysergic acid diethylamide (LSD)  

15 g g 

Marihuana  
Mescaline  

, .4,500,000 g 
7 

9

11,000 g 
5 g 
7 Methagualone 7 9 g 
4 Methcathinone 4 g g 
2 

Melhyldihydramorphine  
2 g g 

605 
morphine-N-oxide  

605 g g 
2 9 

N-Benzylpiperazine  
2 g 

2 
91.N-DimeIhylamphetamine  

7 g g 
2 

N-Elhylamphetamine  
2 g g 

2 
N-Hydroy3.4-methylenedioxyamphetamine  2 g g 

Noracyrnethadol  
2 g 2 g 

52 
Nodevorphanol  

52 g g 
2 

Normelhadone  
2 g g 

16 
Normorphine  

16 g g 
2 

Para-fluorofentanyl  
2 g g 

2 
Phenomorphan  

2 g g 
2 

Pholcodine  
2 g g 

2 
Psilocybin  

7 g g 
2 

astocyn  
7 g g 

TetrahydroCannabinols  
312,500 g 216,000 g 

2 
Thiolentanyl  

2 g g 
2 

Tdmeperidine  
2 g g 

Schedule II 

2g 29 
1-Phenylcyclohexylamine  2g 0 g 
1-Pipardinocyclohexanecarbonitile  8,000 g 6,300 g 
Allenlanil  2g 29 
Alphaprodine  39 3g 
Amoharbilal  17,000.000 9 17,000,000 g 
Amphetamine (for sale)  6,500,000 g 6,500,000 g 
Amphetamine (for conversion)  247,000 9 247,000 g 
Cocaine  39,605,000 g 39,605,000 g 
Codeine (for sale)  66000.000 g 65,000,000 g 
Codeine (tor conversion)  106.000,000 9 92,000,000 9 
Dextropropoxyphene  1.200,000 g 800,000 g 
Dihydrocodeine  947,000 g 627,000 9 
Dlphenoxylale  83,000 g 83,000 g 
Ecgonine  2g 2 9 
Etnyirnorpane  1,428,000 g 1,428,000 g 
Fentanyl  2g 2 9 
Glmiethimide  55,000000 g 55.000,000 g 
Hydrocodone (for sale)  3,300,000 g 3,455,000 g 
Hydromorphone  11 g 11 9 
Isomethadone  3g 3 g 
Levo-alphacetylmethadol (LAAM) 5g 59 
Levomethorphan  10,000 g 10,000 g 
Levorphanol  9,000,000 9 9,000,000 g 
Lisdexamfetamine  8,600,000 g 6,600,000 g 
Meperidine  
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Basic class 
Previously 

established initial 
2010 quotas 

Proposed revised 
2010 quotas 

Meperidine Intermediate-A  3g 3g 
Meperidine Intermediate-13  7g g 
Meperidine Inte rmediate-C  3g 3g 
Metazocine  1g 1g 
Methadone (for sale)  25,000,000 g 20,000,000 g 
Methadone Intermediate  26,000,000 g 26,000,000 g 
Methamphelamine  3.130,000 g 3,130000 g 

[750,000 grams of levo-desoxyephedrine for use in a non-controlled. non-prescription product; 2,331.000 grams for methamphetamine 
mostly for conversion to a schedule Ill product; and 49,000 grams for methamphelamine (for sale I 

Methylphenidate  
Morphine (for sale)  
Morphine (for conversion)  
Nabilone  
Normmorphone (for sale)  
Noroxymorphone (for conversion)  
Opium (powder)  
Opium (tincture)  
Oripavine  
Oxycodone (for sale)  
Oxycodone (for conversion)  
Oxymorphone  
Oxymorphone (for conversion)  
Pentobarbital  
Phenazocine  
Phencyclidine  
Phenmetrazine  
Phenylacetone  
Racemethorphan  
Remifentanil  
Secobarbital  
Sufentanil  
Thebaine  

The Deputy Administrator further 
proposes that'aggregate production 
quotas for all other schedules I and II 
controlled substances included in 21 
CFR 1308.11 and 1308.12 remain at 
zero. 

All interested persons are invited to 
submit their comments in writing or 
electronically regarding this proposal 
following the procedures in the 
ADDRESSES section of this document. A 
person may object to or comment on the 
proposal relating to any of the above-
mentioned substances without filing 
comments or objections regarding the 
others. If a person believes that one or 
more of these issues warrant a hearing, 
the individual should so state and 
summarize the reasons for this belief. 
Persons wishing to request a hearing 
should note that such requests must be 
written and manually signed; requests 
for a hearing will not be accepted via 
electronic means. In the event that 
comments or objections to this proposal 
raise one or more issues which the 
Deputy Administrator finds warrant a 
hearing, the Deputy Administrator shall 
order a public hearing by notice in the 
Federal Register, summarizing the 

issues to be heard and setting the time 
for the hearing as per 21 CFR 1303.13(c). 

Regulatory Certifications 

Regulatory Flexibility Act 

The ➢eputy Administrator hereby 
certifies that this action will not have a 
significant economic impact upon small 
entities whose interests must be 
considered under the Regulatory 
Flexibility Act, 5 U.S.C. 601-612. The 
establishment of aggregate production 
quotas for schedules I and II controlled 
substances is mandated by law and by 
international treaty obligations. The 
quotas are necessary to provide for the 
estimated medical, scientific, research 
and industrial needs of. the United 
States, for lawful export requirements, 
and the establishment and maintenance 
of reserve stocks. While aggregate 
production quotas are of primary 
importance to large manufacturers, their 
impact upon small entities is neither 
negative nor beneficial. Accordingly, the 
Deputy Administrator has determined 
that this action does not require a 
regulatory flexibility analysis. 

50,000,000 g 
35,000,000 g 

100,000,000 g 
9,002 g 

10,000 g 
9,000,000 g 

230,000 g 
1,050,000 g 

15000.000 g 
88000,000 g 
4000,000 g 
2.570,000 g 

12,000,000 g 
26,000 000 g 

1g 
20 g 
2g 

12,500,001 g 
2g 

500 g 
67,000 g 
10,300 g 

126,000,000 g 

50,000.000 g' 
35,000,000 g 
63,000,000 g 

9,002 g 
5,000 g 

9,000,000 g 
230.000 g 

1,050,000 g 
15,000,000 g 
88,000,000 g 

4,000,000 g 
2,570000 g 

12,000,000 g 
28,000,000 g 

1g 
14 g 
2g 

12,500,001 g 
2g 

2,500 g 
67,000 g 
7,000 g 

126,000,000 g 

Executive Order 12866 

The Office of Management and Budget 
has determined that notices of aggregate 
production quotas are not subject to 
centralized review under Executive 
Order 12866. 

Executive Order 13132 

This action does not preempt or 
modify any provision of state law; nor 
does it impose enforcement 
responsibilities on any state; nor does it 
diminish the power of any state to 
enforce its own laws. Accordingly, this 
action does not have federalism 
implications warranting the application 
of Executive Order 13132. 

Executive Order 12988 

This action meets the applicable 
standards set forth in Sections 3(a) and 
3())(2) of Executive Order 12988 Civil 
Justice Reform, 

Unfunded Mandates Reform Act of 
1995 

This action will not result in the 
expenditure by State, local, and tribal 
governments, in the aggregate, or by the 
private sector, of 5126080,000 or more 
(adjusted for inflation) in any one year, 
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and will not significantly or uniquely 
affect small governments. Therefore, no 
actions were deemed necessary under 
the provisions of the Unfunded 
Mandates Reform Act of 1995. 

Congressional Review Act 
This action is not a major rule as 

defined by Section 804 of the Small 
Business Regulatory Enforcement 
Fairness Act of 1996 (Congressional 
Review Act]. This action will not result 
in an annual effect on the economy of 
$100,000,000 or more; a major increase 
in costs or prices; or significant adverse 
effects on competition, employment, 
investment, productivity, innovation. or 
on the ability of United States-based 
companies to compete with foreign-
based companies in domestic and 
export markets. 

Dated: June 17, 2010. 
Michele M. Leonhart, 
Deputy Administrator. 
[FR Doc. 2010-15159 Filed 6-22-10; 8:45 am] 
BILLING CODE 4410-00.14

DEPARTMENT OF LABOR 

Employee Benefits Security 
Administration 

Proposed Extension of Information 
Collection Request Submitted for 
Public Comment; Prohibited 
Transaction Class Exemption 91-55—
Transactions Between Individual 
Retirement Accounts and Authorized 
Purchasers of American Eagle Coins 

AGENCY: Employee Benefits Security 
Administration, Department of Labor. 
ACTION: Notice. 

suromARY: The Department of Labor (the 
Department), in accordance with the 
Paperwork Reduction Act of 1995 (PRA 
95) (44 U.S.C. 3506(c)(2)(A)), provides 
the general public and Federal agencies 
with an opportunity to comment on 
proposed and continuing collections of 
information. This helps the Department 
assess the impact of its Information 
collection requirements and minimize 
the reporting burden on the public and 
helps the public understand the 
Department's information collection 
requirements and provide the requested 
data in the desired format. Currently, 
the Employee Benefits Security 
Administration is soliciting comments 
on the proposed extension of the 
information collection provisions of 
Prohibited Transaction Class Exemption 
91-55. A copy of the information 
collection request (ICR) may he obtained 
by contacting the office listed in the 
ADDRESSES section of this notice.

DATES: Written comments must be 
submitted to the office shown in the 
Addresses section on or before August 
23, 2010. 
ADDRESSES: G. Christopher Cosby, 
➢epartment of Labor, Employee Benefits 
Security Administration, 200 
Constitution Avenue, NW., Washington, 
DC 20210, (202) 693-8410, FAX (202] 
693-4745 (these are not toll-free 
numbers). 
SUPPLEMENTARY INFORMATION: 

L Background 

Prohibited Transaction Exemption 
91-55 permits purchases and sales by 
certain "individual retirement 
accounts," as defined in Internal 
Revenue Code section 408 (IRAs) of 
American Eagle bullion coins ("Coins") 
in principal transactions from or to 
broker-dealers in Coins that are 
"authorized purchasers" of Coins in bulk 
quantities from the United States Mint 
and which are also "disqualified 
persons," within the meaning of Code 
section 4975(e)(2), with respect to IRAs. 
The exemption also describes the 
circumstances under which an interest-
free extension of credit in connection 
with such sales and purchases is 
permitted. In the absence of an 
exemption, such purchases and sales 
and extensions of credit would be 
impermissible under the Employee 
Retirement Income Security Act of 1974 
(ERISA). 

Among other conditions, the 
exemption requires certain information 
related to covered transactions in Coins 
must be disclosed by the authorized 
purchaser to persons who direct the 
transaction for the IRA. Currently, it is 
standard industry practice that most of 
this information is provided to persons 
directing investments in an IRA when 
transactions in Coins occur. The 
exemption also requires that the 
disqualified person maintain for a 
period of at least six years such records 
as are necessary to allow accredited 
persons, as defined in the exemption, to 
determine whether the conditions of the 
transaction have been met. Finally, an 
authorized purchaser must provide a 
confirmation statement with respect to 
each covered transaction to the person 
who directs the transaction for the IRA. 
The requirements constitute information 
collections within the meaning of the 
PRA, for which the Department has 
obtained approval from the Office of 
Management and Budget (OMB) under 
OMB Control No. 1210-0079. The OMB 
approval is currently scheduled to 
expire on August 31, 2010. 

The recordkeeping requirement 
facilitates the Department's ability to 

make findings under section 408 of 
ERISA and section 4975(c) of the Code. 
The confirmation and disclosure 
requirements protect a participant or 
beneficiary who invests in IRAs and 
transacts in Coins with authorized 
purchasers by providing the investor or 
the person directing his or her 
investments with timely information 
about the market in Coins and about the 
individual's account in particular. 

II. Current Actions 
This notice requests public comment 

pertaining to the Department's request 
for extension of OMB approval of the 
information collection contained in PIE 
91-55. After considering comments 
received in response to this notice. the 
Department intends to submit an ICR to 
OMB for continuing approval. No 
change to the existing ICR is proposed 
or made at this time. An agency may not 
conduct or sponsor, and a person is not 
required to respond to, an information 
collection unless it displays a valid 
OMB control number. A summary of the 
ICR and the current burden estimates 
follows: 

Agency: Employee ➢enefits Security 
Administration, Department of Labor. 

Title: Prohibited Transaction Class 
Exemption 91-55. 

Typo of Review: Extension of a 
currently approved collection of 
Information. 

OMB Number: 1210-0079. 
Affected Public: Individuals or 

households; Business or other for-profit; 
Not-for-profit institutions. 

Respondents:3. 
Responses: 663,431. 
Frequency: On occasion. 
Estimated Total Burden Hours: 

11,063. 
Estimated Total Burden Cost: 

$152,589. 

III. Focus of Comments 

The Deportment of Labor 
(Department) is particularly interested 
in comments that: 

• Evaluate whether the proposed 
collection of information is necessary 
for the proper performance of the 
functions of the agency, including 
whether the information will have 
practical utility; 

• Evaluate the accuracy of the 
agency's estimate of the burden of the 
proposed collection of information, 
including the validity of the 
methodology and assumptions used; 

• Enhance the quality, utility, and 
clarity of the information to be 
collected; and 

• Minimize the burden of the 
collection of information on those who 
are to respond. including through the 
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Hydromorphone Hydrochloride Injection 
01 July 2010 

Products Affected- Description 
Dilaudid-HP powder for injection, Purdue 

250 mg vial (NDC 59011-0446-25) 

Hydromorphone hydrochloride injection, Hospira 

1 mg/ML, 1 mL Carpuject syringe (NOG 00409-1263-31) 

2 mgtra, 1 ml Carpuject syringe (NDC 00409-1312-30) 

1 mglmL, 1 mL ampul (NDC 00409-2552-01) 

10 mg/mL, 1 mL ampul (HOC 00409-2172-01) - discontinued 

Hydromorphone hydrochloride injection, Teva 
10 engird-, 1 mL vial (NDC 00555-1117-05) 

10 mg/mL, 5 mL vial (NDC 00555-1117-06) 
10 mg/mL, 50 mL vial (NDC 00555-1117-07) 

Reason for the Shortage 

Hospira's Carpuject syringes have been in short supply due to increased demand for product. 

Purdue Pharma, Teva, and Barter could not provide a reason for the shortage. 

Estimated Resupply Dates 

Purdue Pharma has Dilaudid HP powder for injection on back order with an estimated release date of mid-July, 2010. Dilaudid 

is available in 1 mg/mL 1 xi 10 count (NDC 59011-0441-10), 2 might 1 mL 10 count (NDC 59011-0442-10)and 25 count 

(NDC 59011-0442-25), and 4 mgirriL 1 mL 10 count (NIX 59011-0444-10) ampules. Dilaudid HP is available in 10 myrr_ 

mL (NDC 59011-0445-01) and 5 mL (NOG 59011-0445-05) ampules, and 10 mglinL 50 mL (NDC 59011-0445-50) vials. 

Hospira has available several presentations of hydromordhone injection in Carpuject syringes, vials, and ampules. 

Hydromorphone 4 mg/mL Carpuject syringes (NOC 00409-1304.31) are readily available. The 1 mg/mL and 2 mg/mL 1 mL 

Carpuject syringes are on back order and the company estimates a release date in the 4th quarter of 2010. The 1 mg/mL 1 

mL arrpule is on back order and the company estimates a release date of mid-July, 2010. The 2 mg/mL 1 mL ampule (NEC 

00409-3356-01) and vial (NDC 00409-3365-01), 10 mg/mL 1 mL (WC 00409-2634-01), 5 mL (NDC 00409-2634-05), and 50 

mL (NDC 00409-2634-50) vials, and 4 mgkril_ 1 mL ampules (NEC 00409-2540-01) are readily available. 

Baxter has available hydramorphone 2-mg/mL in 1 inL (NDC 00641-0121.025) and 20 mL (NBC 00641-234141) vials. 

Teva (formerly Barr) has all hydromorphone presentations on back order with en estimated release date of late-September, 

2010. 

Related Shortages 

Acetarrinophen/clichbralphenazonelisomethentene— Resolved 

Alfentanil Injection— Resolved 

Butorphanol Iniection— Resolved 

Dionne Magnesium Trisalicylate 

Codeine Phosphate Injection— No Longer Avaibble 

Codeine Phosphate Oral Solution— No Longer Available 

Diazepam Injection 
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Fentanvl Transdennal System Patch— Resolved 

Hydrozodonc Tablets—Resolved 

Indomethacin Capsules— Resolved 

Indomethacin Iniection 

Ketorolac Iniection 

Meneridine— Resolved 

Menehdlne Promethazine— No Longer Available 

Methadone Hydrochloride Injection— Resolved 

Methadone Hydrochloride Tablets— Resolved . 

Methadone Injection— Resolved 

Methadone Oral Tablets and Liquid— Resolved 

Morphine rinq.— Resolved 

Morphine Sulfate— No Longer Available 

goatilralfa aeadenrD le se Products—Resolved 

Morohine Sulfate: Oral Concentrated Solution 

0 ne Combads jrjetkassilard Tabl is— Resolved 

Oxycodone Extended-Release Tablets—Resolved 

Oxycodone Tablets, Capsules. and Solutions— Resolved 

Pentazodne / Naloxone Tablets—Resolved 

Pircvdcam Capsules 

Remifentanil Hydrochloride—Resolved 

Sufentanil Injection— Resolved 

Updated 
July 1, 2010; June 8, 2010; May 13, 2010: April 21, 2010; April 7, 2010; March 15, 2010; February 9, 2010; January 19, 2010; 

December 22, 2009; December 3, 2009; November 11, 2009; October 21, 2009; September 2.2009; August 12. 2009; July 16, 

2009; June 23, 2009; May 29, 2009; May 20, 2009; May 7, 2009; April 28, 2009; April 14, 2009; April 1, 2009; March 20, 2009; 

March 16, 2009; March 12, 2009, University of Utah, Drug Information Service. Copyright 2010, Drug Information Service, University 

of Utah, Salt Lake City, UT. 

;Back to Drug Shortage Product Bulletins 
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.U.S. Department of.Justice 
Drug Enforcement Administration 

APPLICATION FOR PROCUREMENT *QUOTA 

SEE INSTRUCTIONS ON 
SEPARATE PAGE 

No procurement quota may be Issued unless a completed application form has 
been received,21 CFR'1303.12(b) 

OAS Approval 
No. ̀ 1117-0008 

1. NAME OF BASIC CLASS OR LIST I CHEMICAL poly one perDEA-250) 
Hydromorphone 

2. SCHEDULE /UST 
NUMBER Il 

3. DEA DRUG I CHEMICAL CODE NUMBER 
9150 

4 NAME AND ADDRESS OF REGISTRANT (irtcludo No., Skeet, Cffy, State and ZIP Ccdo) 
(b)(4) 

5. YEAR FOR WHICH QUOTA IS 
REQUESTED 

2010 

S. DEA MANUFACTURING REGISTRATION 
NUMBER 

T. NAME OF CONTACT PERSON B. -TELEPHONE No. Include extension 9. FAX No. 
(b)(6) 

(b)(7)(E) 

10.E-MAIL ADDRESS 
(b)(4),(b)(6) 

- 'NOTE All quentilieszre to be-expressed in-grams of .anhydrous2cid, base, onalkaloid (not:as salts).- - - •- - -- • - - - 

11- QUOTA HISTORY 
QUOTAS PREVIOUSLY ISSUED BY DEA • 

 QUOTA REQUESTED 

( 2010 ) 

19,000 grams 

2rd PRECEDING YEAR 

( 2008 ) 
I d PRECEDING YEAR 

( 2009 ) 
CURRENT YEAR 

( 2010 ) 

35,000 E1111r113 
300 23 . ; warns •63,000 grams 

12. PRODUCTION DATA 2'° PRECEDING YEAR 1 st-PRECEDING YEAR ESTIMATE 
-FOR CURRENT YEAR 

ESTIMATE FOR YEAR 
FOR WHICH 

QUOTA IS REQUESTED 

I. INVENTORY AS OF DEC. 31 

a.eulk Controlled Substance or LISt I Chemical , .. „ . 

.b. In-process material 

z:41-4V:Tztg4-a:6iyN.?,!4 .1".*Mtri4D-ea-ii.-:-: ',).712 1*,f,$i :f ir.7:,:if,-3:1-t •-,tiq.,z!.•!-;n kv,,,,,..tw,iggi.,..31:,,Avpirj 
0 . 4,000 -16,879 0 

0 0 0 0 
c. Contained In FINISHED Dosage Forms 

TOTAL fa4.b.+-cl 

0 - 0 .0 0 

4,000 16,879 0 0 
II. DISPOSITION (SALE) )/UTIUZATION 

..s.tlomestic 

gaityi,V•ii,••:.;',.i':•;•:.',/ ,,r.-!;: -ii"01,Z01;-.-!.4...L...ri-:;;: ii*;;;-l'I'4 V.41%.k.)::S::•fi'gail,:c4 .1 '..,ti;.S.lglg,!;...fgg.4.4!-4,:fit ,
.0 1,308 63,003 82,000 

:b.Exports 

TOTAL (a-i-b) 

0 lo " 0 
0 1,308 .63,000 82,000 

III. •ACCUIS ITI ON / PRODUCTION q.'ilikr's,,e1.1.5K4'..:,... ::::g 3. -g21!-..,3i1.5.', .r. ,W.11,:,:zar? .6v.4.:..Y.>!..f-i,.. ..:i-pgw....tri ;. ...x::-.4z,,!. '4••:Mi.'::1.4...,?:r. ... .'i3 
:a.-Domestic Sources . 0 14,240 63,000 82,000 

b. importation 

TOTAL (24. b) 

0 .0 .0 
.0 14,240 '63,000 82,000 . 

13. IFTHE PURPOSE ISTO MANUFACTURE ANOTHER SUBSTANCE(S),'FURNISHTHE FALLOWING INFORMATION: 

'NAME OF NEW SUBSTANCE 

.DEA 
CHEMICAL 

AMOUNT USED FORTHIS•PURPOSE 
% YIELD 

(Historical) 'CODE 
-NUMBER 

:2"a FRECEDING YEAR 167-PRECEDING YEAR CURRENT YEAR 

14. IF THE PURPOSE ISTO MANUFACTURETHE BASIC CLASS CRUST I CHEMC/AL INTODOSAGETORMS FURNISHTHE FOLOWING INFORMATION: 

NAME OF.DOSAGE 
• FORM 

(Include product form, 
Le., tablets, patches, 
eta.end stoops) 

AUTHORITY 
"TO MARKET 

THIS 
PRODUCT•

-.3cHeuULE I 
. uss 

. 

AMOUNT USED FOR THIS-PURPOSE 

•EsTIMATE.FOR 
CURRENT YEAR 

ESTIMATE FOR YEAR 
QUOTA IS REQUESTED 

2,3-PRECEDING YEAR 15T- PRECEDING YEAR 

Injection 

Sample quantities 
-not shown 

1 mL. @l0mgirriL 
F5mL @ 10mg/ml. 
.50mL t  10mglmL 

-FDA II 0 '1,962 grams (used 
for R&D exhibit 
batches and 

:stability samples 

. 

37,00 grams will 
be used up in 

testing,.the rest will 
be destroyed 

82,000 grams 

Please see attached. 

SIGNATURE OF APPUCANT  0141krr Ar-rvng NAMF and TITLE of SIGNER DATE 

07/14/2010 (b)(6) (b)(6) Compliance Specialist 

:DEkFORM.2.50 (May.247) :ALL:FREVIOUS EDITIONS-ARE OBSOLETE. 
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-rom: 
sent: 

To: 

subject Hydromorphone Demands-API 
(b)(6) 

(b)(6) 

Thursday, Apnl 08,2010 11:16 AM 

1(b)(6) 

Ve have.the -following annual.orojection -for Hydromorphone. 

have estimated the API needs. Please verify API needs for -the projected units and begin necessary 
_ ;quests to increase DEA allocation. 

:50m1 
mL 

1mL 

1(b)(6) 

Form mg 
Vial 500 
Amp :50 
Amp 10 

7..p. Bales. and Marketing 
(b)(4) 

`hone: 
mail: 

(b)(6) 

(b)(4) (b)(6) 

Projected 
Units 

Total mg 
Need .kg Need 

108,522 54,261,000 54.3 
537.820 26,891,000 26.9 
46,848 -468;480 0:5 
693,190 81,620,480 81.6 

.• 
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2010 Final Revised Aggregate Production Quotas 

• Section 306(a) of the Controlled Substances Act (CSA) requires the Attorney General to 
establish limits on the production of schedules I and II controlled substances. This 
responsibility has since been delegated to the Administrator of the Drug Enforcement 
Administration (DEA). 

• The regulations require that DEA revise the aggregate production quota (APQ) annually after 
review of pertinent information provided from various sources including DEA-registered 
manufactures and the Food and Drug Administration (FDA). 

• The attached Federal Register seeks to establish the final revised APQ for 2010. A table 
summarizing the APQ and the changes made to the initial established value are attached for 
reference. 

• OD is recommending an increase (from zero) in the APQ for 4-anilino-N-phenethyl-4-
piperidine (ANPP). ANPP is used to manufacture fentanyl and will become a schedule II 
controlled substance August 30, 2010 (75 FR 37295). 

• OD is recommending an increase in the APQ for alfentanil. While the revised value is 
higher than the proposed revised 2010 APQ, it is the same value as the initial established 
2010 APQ for alfentanil. 

• OD is recommending an increase in APQ for amphetamine (for conversion). 
Amphetamine (for conversion) is used to manufacture lisdexamfetamine, a schedule II 
controlled substance. 

• OD is recommending an increase in the APQ for amphetamine (for sale). The increase is 
due to increased sales and is consistent with the FDA's estimated 9.4% increased demand for 
amphetamine in 2010. 

• OD is recommending an increase (from zero) in the APQ for carfentanil. Carfentanil is used 
solely for veterinarian uses and is manufactured once every 3-5 years depending on 
consumption. 

• OD is recommending an increase in APQ for dihydromorphine. Dihydromorphine is used 
to manufacture hydromorphone. 

• OD is recommending an increase in the APQ for diphenoxylate. While the revised value is 
higher than the proposed revised 2010 APQ, it is still lower than the initial established 2010 
APQ for diphenoxylate. 

• OD is recommending an increase in the APQ for marihuana. While the revised value is 
higher than the proposed revised 2010 APQ, it is the lower than the initial established 2010 
APQ for marihuana. This material will be used to supply the NIDA research program, and 
the manufacturing of cannabinoids such as cannabidiol, cannabinol, cannabigerol, etc. 

DEA/OD/ODE 
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• OD is recommending an increase in the APQ for morphine (for sale). The increase is due to 
increased sales and is consistent with the FDA's estimated 8.2% increased demand for 
morphine in 2010. 

• OD is recommending an increase in the APQ for noroxymorphone (for sale). The increase 
is to support the validation efforts of a new manufacturer for NKRT-118, also 
known as mPEG-Naloxol. NKRT-118 falls under the noroxymotp • one basic drug class. 

• OD is recommending an increase in the APQ for opium (tincture) to support increased sales 
and validation efforts of a new dosage form manufacturee)(4)

• OD is recommending an increase in the APQ for oxycodone (for conversion). Oxycodone 
(for conversion) is used to manufacture oxymorphone. Since the APQ for oxymorphone is 
increasing, oxycodone (for conversion) subsequently needs to be increased. 

• OD is recommending an increase in the APQ for oxycodone (for sale) for the following 
reasons: 

o Low ABUK oxycodone API. ABUK or alpha beta unsaturated ketones are impurities 
FDA has identified concerns with and subsequently requested manufacturers to alter 
their manufacturing processes to decrease the levels of ABUK in their API. 
Manufacturing low ABUK material incurs larger manufacturing losses. 

o Increased sales of dosage form manufacturers. The FDA estimated a 12.2% increased 
demand for oxycodone in 2010. 

• OD is recommending an increase in the APQ for oxymorphone (for sale) for the following 
reasons: 

o Increased sales of dosage form manufacturers and exportation requirements. The 
FDA estimated a 15.7% increased demand for oxymorphone. 

o Product development efforts. 1,012 kg of quota have been assigned to support 
product development manufacturing efforts (many companies are vying to be the first 
generic manufacturer of Opana0). Approximately 55% compared to the 1,845 kg 
quota assigned to support commercial manufacturing efforts. 

OD is recommending an increase in the APQ for tapentadol to support a new bulk 
manufacturer's (b)(4) validation efforts. 

• OD is recommending an increase in the APQ for tetrahydrocannabinols. While the revised 
value is higher than the proposed revised 2010 APQ, it is the lower than the initial 
established 2010 APQ for tetrahydrocannabinols. 

• OD is recommendin • an increase (from zero) in the APQ for tilidine to support a new bulk 
manufacturer's (b)(4) anufacturing requirements. 

DEA/OD/ODE 
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• The final APQ for gamma hydroxybutyric acid will remain the same as the proposed 
revised APQ value which will cause some contention with 
their contract manufacturer (b)(4) Jwho requested the APQ to be adjusted to 
approximately 79,000 kg. (b)(4) estimates do not take into consideration 
2009 year-end inventory, they request more GHB than necessary to meet the legitimate 
market, and they request inventory allowance larger than what DEA has authorized. (b)(4) has 
historically been litigious and adversarial with DEA and may continue pursuing further legal 
action. 

(b)(4) 

(b)(4) 

and 

DEA/OD/ODE 
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Aggregate Production Quota Changes 
all values am in grams unless indicated otherwise) 

Controlled Substance Initial Final Revised Initial Final Revised Initial Proposed 
Revised 

Final Revised 

Schedule I: 2008 2008 2009 2009 2010 2010 2010 
Dihydromorphine 2,549,000 2,549,000 2,549,000 3,132,00D 3,300,000 3,500,000 3,608,000 
Marihuana 4,500,000 4,500,000 4,500,000 4,500,000 4,500,000 11,000 21,000 
Tetrahydrocannabinols 312,500 312,500 312,500 312,500 312,500 215,000 264,000 
Tilidine 0 a o 0 0 0 10 

Controlled Substance Initial Final Revised initial Final Revised Initial Proposed 
Revised 

Final Revised 

Schedule II: 2008 2008 2009 2009 2010 2010 2010 
4-anilino-N-phenethy1-4-piperidine (ANPP) 0 0 0 0 0 0 1,100,000 
Alfentanil 6,000 8,000 8,000 8,000 8,000 6,300 8,000 
Amphetamine for conversion) 5,000,000 5,000,000 5,000,000 7,500,000 6,500,000 6,500,000 7,500,000 
Amphetamine for sale) 17,000,000 17,000,000 17,000,000 17,000,000 17,000,000 17,000,000 18,600,000 
Carfentanil 0 0 0 0 0 0 200 
Diphenoxylate 828,000 761,000 947,000 947,000 947,000 627,000 827,000 
Morphine (for sale) 35,000,000 35,0002000 35,000,000 36,300,000 35.000,000 35,000,000 39,000,000 
Noroxymorphone (for sale) 10,000 10,000 10,000 10,000 10.000 5,000 41.000 
Opium (fincibire)— 0 0 230,000 1,250,000 1,050,000 1,050,000 1,500,000 
Oxycodone (for conversion) 4,820,000 4,820,000 3,400,000 4,500,000 4,000,000 4,000,000 5,600,000 
Oxycodone (for sale) 70,000,000 70,000,000 77,560,000 94,000,000 88,000,000 88,000,000 105,500,000 
Oxymorphone (for sale) 2,400,000 2,000,000 2,000,000 2,570,000 2,570,000 2,570,000 3,070,000 
Oxymorphone (for conversion) 11,000,000 12,000,000 12,000,000 12,000,000 12,000,000 12,000,000 12,800,000 
Tapentadol 0 0 0 0 0 0 1,000,000 

• Oripavine became a new basic drug code December 10, 2007 (72 FR 69618) 
"Opium (powdered) and Opium (tincture) used to be both captured under Opium 
4-anilino-N-phenethyl-4-pmendine (ANPP) became a schedule II controlled substance August 30, 2010 (75 FR 37295) - 
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Billing Code 4410-09-M 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-318F] 

Controlled Substances: 
Final Revised Aggregate Production Quotas for 2010 

AGENCY: Drug Enforcement Administration (DEA), Justice. 

ACTION: Notice of final aggregate production quotas for 2010. 

SUMMARY: This notice establishes final 2010 aggregate production quotas for controlled 

substances in schedules I and II of the Controlled Substances Act (CSA). DEA has taken into 

consideration comments received in response to a notice of the proposed revised aggregate 

production quotas for 2010 published June 23, 2010 (75 FR 35838). 

EFFECTIVE DATE: (insert date of publication). 

FOR FURTHER INFORMATION CONTACT: Christine A. Sannerud, Ph.D., Chief, Drug 

and Chemical Evaluation Section, Drug Enforcement Administration, 8701 Morrissette Drive, 

Springfield, VA 22152, Telephone: (202) 307-7183. 

SUPPLEMENTARY INFORMATION: Section 306 of the CSA (21 U.S.C. § 826) requires 

that the Attorney General establish aggregate production quotas for'each basic class of controlled 

substance listed in schedules I and H. This responsibility has been delegated to the Administrator 

of the DEA by 28 CFR § 0.100. The Administrator, in turn, has redelegated this function to the 

Deputy Administrator, pursuant 28 CFR § 0.104. 

The 2010 aggregate production quotas represent those quantities of controlled substances 
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in schedules.I and II that may be produced in the United States in 2010 to provide adequate 

supplies of each substance for: the estimated medical, scientific, research and industrial needs of 

the United States; lawful export requirements; and the establishment and maintenance of reserve 

stocks (21 U.S.C. § 826(a) and 21 CFR § 1303.11). These quotas do not include imports of 

controlled substances. 

On June 23, 2010, a notice of the proposed revised 2010 aggregate production quotas for 

certain controlled substances in schedules I and II was published in the Federal Register (75 FR 

35838). All interested persons were invited to comment on or object to these proposed aggregate 

production quotas on or before July 23, 2010. 

Fourteen companies, thirteen DEA registered manufacturers and one non-registrant, 

commented on a total of 28 schedule I and II controlled substances within the published 

comment period. Comments received proposed that the aggregate production quotas for 

alfentanil, amphetamine (for conversion), amphetamine (for sale), codeine (for conversion), 

codeine (for sale), dextropropoxyphene, dihydromorphine, diphenoxylate, gamma 

hydroxybutyric acid, hydrocodone, hydromorphone, lisdexamfetamine, meperidine, methadone, 

methylphenidate, morphine (for conversion), morphine (for sale), nabilone, opium (tincture), 

oxycodone (for conversion), oxycodone (for sale), oxymorphone (for sale), remifentanil, 

sufentanil, tapentadol, tetrahydrocannabinols, thebaine and tilidine were insufficient to provide 

for the estimated medical, scientific, research, and industrial needs of the United States, for 

export requirements and for the establishment and maintenance of reserve stocks. 

DEA has taken into consideration the above comments along with the relevant 2009 year-

end inventories, initial 2010 manufacturing quotas, 2010 export requirements, actual and 
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projected 2010 sales, research, product development requirements and additional applications 

received. Based on this information, the DEA has adjusted the final 2010 aggregate production 

quotas for alfentanil, amphetamine (for conversion), amphetamine (for sale), carfentanil, 

dihydromorphine, diphenoxylate, marihuana, morphine (for sale), noroxymorphone (for sale), 

opium (tincture), oxycodone (for conversion), oxycodone (for sale), oxymorphone (for 

conversion), oxymorphone (for sale), tapentadol, tetrahydrocannabinols, and tilidine. 

4-anilino-N-phenethyl-4-piperidine (ANN') pursuant to DEA's final rule published in the 

Federal Register on June 29, 2010 (75 FR 37295) will be controlled as a schedule 11 controlled 

substance on August 30, 2010. As such, DEA has established an aggregate production quota for 

ANPP to meet the estimated medical, scientific, research and industrial needs of the United 

States; lawful export requirements; and the establishment and maintenance of reserve stocks. 

Regarding codeine (for conversion), codeine (for sale), dextropropoxyphene, gamma 

hydroxybutyric acid, hydrocodone, hydromorphone, lisdexamfetamine, meperidine, methadone, 

methylphenidate, morphine (for conversion), nabilone, remifentanil, sufentanil, and thebaine, 

DEA has determined that the proposed revised 2010 aggregate production quotas are sufficient to 

meet the current 2010 estimated medical, scientific, research, and industrial needs of the United 

States and to provide for adequate inventories. 

Therefore, under the authority vested in the Attorney General by Section 306 of the CSA 

(21 U.S.C. § 826), and delegated to the Administrator of the DEA by 28 CFR § 0.100, and 

redelegatcd to the Deputy Administrator, pursuant to 28 CFR § 0.104, the Deputy Administrator 

hereby orders that the 2010 final aggregate production quotas for the following controlled 

substances, expressed in grams of anhydrous acid or base, be established as follows: 
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Basic Class — Schedule 1 
Final Revised 
2010 Quotas 

2,5-Dimethoxyamphetamine 2 g 
2,5-Dimethoxy-4-ethylamphetamine (DOET) 2 g 
3-Methylfentanyl 2 g 
3-Methylthiofentanyl 2 g 
3,4-Methylenedioxyamphetamine (MDA) 20 g 
3,4-Methylened oxy-N-ethylamphetamine (MDEA) 10 g 
3,4-Methylenedioxyrnethamphetamine (MDMA) 20 g 
3,4,5-Trimethoxyamphetamine 2 g 
4-Bromo-2,5-dirnethoxyamphetamine (DOB) 2 g 
4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 2 g 
4-Methoxyamphetamine 77 g 
4-Methylaminorex 2 g 
4-Methyl-2,5-dimethoxyamphetamine (DOM) 2 g 
5-Methoxy-3,4-methylenedioxyamphetamine 2 g 
Acetyl-alpha-methylfentanyl 2 g 
Acetyldihydrocodeine 2 g 
Acetylmethadol 2 g 
Allylprodine 2 g 
Alphacetylmethadol 2 g 
Alpha-ethyltryptamine 2 g 
Alphameprodine 2 g 
Alphamethadol 2 g 
Alpha-methylfentanyl 2 g 
Alpha-methylthiofentanyl 2 g 
Alpha-methyltryptamine (AMT) 2 g 
Aminorex 2 g 
Benzyhnorphine 2 g 
Betacetylmethadol 2 g 
Beta-hydroxy-3-methylfentanyl 2 g 
Beta-hydroxyfentanyl 2 g 
Betameprodine 2 g 
Betamethadol 2 g 
Betaprodine 2 g 
Bufotenine 3 g 
Cathinone 3 g 
Codeine-N-oxide 602 g 
Diethyltryptamine 2 g 
Difenoxin 3,000 g 
Dihydromorphine 3,608,000 g 
Dimethyltryptatnine 3 g 
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Gamma-hydroxybutyric acid 52,156,000 g 
Heroin 20 g 
Hydromorphinol 2 g 
Hydroxypethid ne 2 g 
lbogaine 1 g 
Lysergic acid diethylamide (LSD) 15 g 
Marihuana 21,000 g 
Mescaline 5 g 
Methaqualone 7 g 
Methcathinone 4 g 
Methyldihydromorphine 2 g 
Morphine-N-ox de 605 g 
N-Benzylpiperazine 2 g 
N,N-Dimethylamphetamine ' 2 g 
N-Ethylamphetamine 2 g 
N-Hydroxy-3,4-methylenedioxyamphetamine 2 g 
Noracymethadol 2 g 
Norlevorphanol 52 g 
Normethadone 2 g 
Normorphine 16 g 
Para-fluorofentanyl 2 g 
Phenomorphan 2 g 
Pholcodine 2 g 
Psilocybin 2 g 
Psilocyn 2 g 
Tetrahydrocannab nols 264,000 g 
Thiofentanyl 2 g 
Til dine 10 g_ 
Trimcperidine 2 g 

Basic Class — Schedule II
Final Revised 
2010 Quotas 

1-Phenylcyclohexylamine 2 g 
4-anilino-N-phenethy1-4-pipe dine (ANPP) 1,100,000 g 
Alfentanil 8,000 g 
Alphaprodine 2 g 
Amobarbital 3 g 
Amphetamine (for conversion) 7,500,000 g 
Amphetamine (for sale) 18,600,000 g 
Carfentanil 200 g 
Cocaine 247,000 g 
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Codeine (for conversion) 65,000,000 g 
Codeine (for sale) 39,605,000 g 
Dextropropoxyphene 92,000,000 g 
Dihydrocodeine 800,000 g 
Diphenoxylate 827,000 g 
Ecgonine 83,000 g 
Ethylmorphine 2 g 
Fentanyl 1,428,000 g 
Glutethimide 2 g 
Hydrocodone 55,000,000 g 
Hydromorphone 3,455,000 g 
Isomethadone 11 g 
Levo-alphacetylmethadol (LAAM) 3 g 
Levomethorphan 5 g 
Levorphanol 10,000 g 
Lisdexamfetamine 9,000,000 g 
Meperidine 6,600,000 g 
Meperidine Intermediate-A 3 g 
Meperidine Intermediate-B 7 g 
Meperidine Intermediate-C 3 g 
Metazocine 1 g 
Methadone 20,000,000 g 
Methadone Intermediate 26,000,000 g 
Methamphetamine 3,130,000 g 

750,000 g of levo-desoxyephedrine for use in a non-controlled, 
non-prescription product; 2,331,000 g for methamphetamine (for 
conversion) mostly for conversion to a schedule III product; and 
49,000 g for methamphetarriine (for sale) 

Methylphenidate 50,000,000 g 
Morphine (for conversion) 83,000,000 g 
Morphine (for sale) 39,000,000 g 
Nabilone 9,002 g_ 
Noroxymorphone (for conversion) 9,000,000 g 
Noroxymorphone (for sale) 41,000 g 
Opium (powder) 230,000 g 
Opium (tincture) 1,500,000 g 
Oripavine 15,000,000 g 
Oxycodone (for conversion) 5,600,000 g 
Oxycodonc (for sale) 105,500,000 g 
Oxymorphone (for conversion) 12,800,000 g 
Oxymorphone (for sale) 3,070,000 g 
Pentobarbital 28,000,000 g 
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Phenazocine 1 g 
Phencyclidine 14 g 
Phenmetrazine 2 g 
Phenylacetone 12,500,001 g 
Racemethorphan 2 g 
Remifentanil 2,500 g 
Secobarbital 67,000 g 
Sufentanil 7,000 g 
Tapentadol 1,000,000 g 
Thebaine 126,000,000 g 

The Deputy Administrator further orders that the aggregate production quotas for all other 

schedule I and II controlled substances included in 21 CFR §§ 1308.11 and 1308.12 shall be 

zero. 

The Office of Management and Budget has determined that notices of aggregate 

production quotas are not subject to centralized review under Executive Order 12866. 

This action does not preempt or modify any provision of state law; nor does it impose 

enforcement responsibilities on any state; nor does it diminish the power of any state to enforce 

its own laws. Accordingly, this action does not have federalism implications warranting the 

application of Executive Order 13132. 

The Deputy Administrator hereby certifies that this action will have no significant impact 

upon small entities whose interests must be considered under the Regulatory Flexibility Act, 5 

U.S.C. § 601 et seq. The establishment of aggregate production quotas for schedules I and II 

controlled substances is mandated by law and by international treaty obligations. The quotas are 

necessary to provide for the estimated medical, scientific, research and industrial needs of the 

United States, for export requirements and the establishment and maintenance of reserve stocks. 

While aggregate production quotas are of primary importance to large manufacturers, their 
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impact upon small entities is neither negative nor beneficial. Accordingly, the Deputy 

Administrator has determined that this action does not require a regulatory flexibility analysis. 

This action meets the applicable standards set forth in Sections 3(a) and 3(b)(2) of 

Executive Order 12988 Civil Justice Reform. 

This action will not result in the expenditure by State, local, and tribal governments; in 

the aggregate, or by the private sector, of $126,400,000 or more in any one year, and will not 

significantly or uniquely affect small governments. Therefore, no actions were deemed necessary 

under the provisions of the Unfunded Mandates Reform Act of 1995. 

This action is not a major rule as defined by Section 804 of the Small Business 

Regulatory Enforcement Fairness Act of 1996. This action will not result in an annual effect on 

the economy of $100,000,000 or more; a major increase in costs or prices; or significant adverse 

effects on competition, employment, investment, productivity, innovation, or on the ability of 

United States-based companies to compete with foreign-based companies in domestic and 

export markets. 

Dated: Michele M. Leonhart 
Deputy Administrator 

AX: 
AD: 
OC: 
CC: 
CCR: 
OD: 
ODX: 
OD/D: 
ODE: 
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ODEQ1D)(6) 

ODE Subject 
AD Chron 
CCR Chron 
CCR Subject 
ODE Chron 
ODE Circ 
ODE 
OD Chron 

6, (b)(6) 
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U. S. Department of Justice 
Drug Enforcement Administration 

8701 Morrissette Drive 
Springfield, Virginia 22152 

www.dea.gov 

Janet Woodcock, M.D. 
Director 
Center for Drug Evaluation and Research 
Food and Drug Administration 
10903 New Hampshire Avenue, 451-6133 
Silver Spring, Maryland 20993 

Dear Dr. Woodcock: 

FEB 2 5 2009 

The Drug Enforcement Administration (DEA), in accordance with Title 21, Code Federal 
Regulations § 1303 (21 United States Code (U.S.C.) § 826 and 42 U.S.C. § 242) requests that the 
Department of Health and Human Services (HHS) provide estimates of the quantities of schedules I 
and II controlled substances and three list I chemicals which will be required to meet the legitimate 
medical, scientific and reserve stock needs in 2010 and 2011. Please provide the information by 
April 1, 2010, so that DEA may use these figures to calculate revised 2010 and initial 2011 
aggregate production quotas for publication in the Federal Register. 

Each year, the DEA is required to establish limits on the production of schedules I and II 
controlled substances and three list I chemicals. In order to accomplish this, the DEA requests that 
HHS provide estimates of the quantities which will he required to meet the legitimate medical, 
scientific and reserve stock needs in 2010 and 2011 for the following controlled substances: 

Alfentanil 
Amoharbital 
Amphetamine 
Cocaine 
Codeine 
Dextropropoxyphene 
Difenoxin 
Dihydrncodeine 
Diphenoxylate 
Ephedrine 
Fentanyl 
Gamma-hydroxybutyric acid 
Hydrocodone 
Hydromorphone 

LAAM 
Levorphanol 
Lisdexamfetamine 
Marijuana 
Meperidine 
Methadone 
Methamphetamine 
Methylphenidate 
Morphine 
Noroxymorphonc 
Opium (tinctures, extracts, 
etc., expressed in terms of 
U.S.P. powdered opium) 
Oxycodone 

Oxymorphone 
Pentobarbital 
Phenylpropanolamine 
Propiram 
Pseudoephcdrine 
Psilocybin 
Remifentanil 
Secobarbital 
Sufentanil 
Tapentadol 
Tetrahydrocamiabinols 
Thebaine 
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Janet Woodcock, M.D. Page 2 

To a significant extent, the DEA relies on medical and scientific information unique to the Food 
and Drug Administration (FDA), to provide estimates of the actual amounts of these substances 
which will be required each year. In addition to estimates for the aggregate requirements of the 
above schedules I and II controlled substances and three list I chemicals, the DEA requests product 
or company specific information which would assist in the establishment and revision of quotas. 
Such information includes anticipated new products, discontinued or recalled products, new 
indications for existing products, new dosage forms, new manufacturing processes, research 
requirements, and manufacturing problems. Please be assured that such information will be treated 
as confidential and proprietary. The estimates you provide, along with any comments you have 
regarding legitimate medical needs, will be greatly appreciated. 

DEA also has certain reporting mandates under International Treaties. In accordance with 
paragraph 4 b) of article 16 of the Convention on Psychotropic Substances, 1971 (1971 Convention), 
DEA must report the quantities of schedules III and IV psychotropics manufactured in the U.S., the 
total quantities exported and imported, and the United States assessments or the maximum quantity 
of schedules III and IV psychotropics that may be imported into the United States Therefore, DEA 
requests that HHS provide estimates of the quantities which will be required to meet the legitimate 
medical, scientific and reserve stock needs in 2010 and 2011 for the following controlled substances: 

Buprenorphine 
Etorphine 
Halazepam 
Mazindol 
,Pentazocine 
Prazepam 
Temazepam 
Zolpidem 

Appropriate members of DEA staff are available to provide any assistance you may need. In 
order to facilitate the exchange of information, DEA staff is authorized to exchange relevant 
information directly with designated members of your staff. Christine A. Sannerud, Ph.D., Chief, 
Drug and Chemical Evaluation Section, Office of Diversion Control, will  act as liaison for all 
matters concerning these substances. She can be reached by telephone at 

Sincerely, 

• \ C 

fose T. azzisi 
Deputy Assistant Administrator 
DepUty Chief of Operations 
Office of Diversion Control 

;b)(6) 
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U. S. Department of Justice 
Drug Enforcement Administration 

8701 Morrissette Drive 
Springfield, Virginia 22152 

www.dea.gov 

FEB 1 1 2011 

Janet Woodcock, M.D. 
Director 
Center for Drug Evaluation and Research 
Food and Drug Administration 
10903 New Hampshire Avenue, #51-6133 
Silver Spring, Maryland 20993 

Dear Dr. Woodcock: 

The Drug Enforcement Administration (DEA), in accordance with Title 21, Code of Federal 
Regulations § 1303 (21 United States Code (U.S.C.) § 826 and 42 U.S.C. § 242) requests that the 
Department of Health and Human Services (HHS) provide estimates of the quantities of schedules I 
and II controlled substances and three list 1 chemicals which will be required to meet the legitimate 
medical, scientific and reserve stock needs in 2011 and 2012. Please provide the information by 
April 1, 2011, so that DEA may use these figures to calculate revised 2011 and initial 2012 
aggregate production quotas for publication in the Federal Register. 

Each year, the DEA is required to establish limits on the production of schedules I and II 
controlled substances and three list I chemicals. In order to accomplish this, the DEA requests that 
EMS provide estimates of the quantities which will be required to meet the legitimate medical, 
scientific and reserve stock needs in 2011 and 2012 for the following substances: 

Alfentanil 
Amobarbital 
Amphetamine 
Cocaine 
Codeine 
Dextropropoxyphene 
Difenoxin 
Dihydrocodeine 
Diphenoxylate 
Ephedrine 
Fentanyl 
Gamma-hydroxybutyric acid 
Hydrocodone 
Hydromorphone 

LAAM 
Levorphanol 
Lisdexamfetamine 
Marijuana 
Meperidine 
Methadone 
Methamphetamine 
Methylphenidate 
Morphine 
Noroxymorphone 
Opium (tinctures, extracts, 
etc., expressed in terms of 
U.S.P. powdered opium) 
Oxycodone 

Oxymorphone 
Pentobarbital 
Phenylpropanolamine 
Propiram 
Pseudoephedrine 
Psilocybin 
Remifentanil 
Secobarbital 
Sufentanil 
Tapentadol 
Tetrahydrocannabinols 
Thebaine 
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Janet Woodcock, M.D. Page 2 

To a significant extent, the DEA relies on medical and scientific information unique to the Food 
and Drug Administration (FDA), to estimate the amounts of these substances which will be required 
each year. In addition to estimates for the.aggregate requirements of the above schedules I and II 
controlled substances and three list I chemicals, the DEA requests product or company specific 
information which would assist in the establishment and revision of quotas. Such information 
includes anticipated new products, discontinued or recalled products, new indications for existing 
products, new dosage forms, new manufacturing processes, research requirements, and 
manufacturing problems. Please be assured that such information will be treated as.confidentialtand 
proprietary. The estimates you provide, along with any comments you have regarding Legitimate 
medical needs, will be greatly appreciated. 

DEA also has certain reporting mandates under international treaties. In accordance with 
paragraph 4 b) of article 16 of the Convention on Psychotropic Substances, 1971, DEA must report 
the quantities of schedules III and IV psychotropics manufactured in the United States, the total 
quantities exported and imported, and the United States' assessment of the maximum quantity of , 
schedules III and IV psychotropics that may be imported into the United States. Therefore, DEA 
requests that 1-IHS provide estimates of the quantities which will be required to meet the legitimate 
medical, scientific and reserve stock needs in 2011 and 2012 for the following controlled 
substances: 

Buprenorphine 
Etorphine 
Halazepam 
Mazindol 
Pentazocine 
Prazepam 
Temazepam 
Zolpidcm 

My staff is available to provide any assistance your staff may need. In order to facilitate the 
exchange of information, Christine A. Sannerud, Ph.D., Chief, Drug and Chemical Evaluation 
Section, Office of Diversion Control, will act as liaison for all exchanges concerning this matter. 
She may be reached by telephone at (b)(6)  Should you require further information or 
assistance regarding this matter, please contact me at (b)(6) 

Sincerely, 

h T. Rannazzisi 
D ty Assistant Administrator 
Office of Diversion Control 
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U. S. Department of Justice 
Drug Enforcement Administration 
8701 Morrissette Drive 
Springfield, Virginia 22152 

www.dea.gov 
FEB 2 1 2012 

Janet Woodcock M.D. 
Director 
Center for Drug Evaluation and Research 
Food and Drug Administration 
10903 New Hampshire Avenue, 851.633 
Silver Spring, Maryland 20993 

Dear Dr. Woodcock: 

The Drug Enforcement Administration (DEA), in accordance with part 1303 of Title 21 of the 
Code of Federal Regulations (CFR), 21 United States Code (U.S.C) § 826. and 42 U.S.C. § 242, 
requests that the Department of Health and Him= Services (HHS) provide estimates of the 
quantifies of schedules I and II controlled substances and three list I chemicals whkh•will be 
requited to meet the legitimate medical, scientific, and reserve stock needs of the United States in. 
2012 and 2013. Please provide the information by April 1, 2012, so that DEA may use these figures 
to calculate revised 2012 and initial 2011 aggregate production quotas for publication in the Federal 
Register. 

Each year, DEA is required to determine the total quantity of schedules I and II controlled 
substances and three list I chemicals to be manufactured to provide for the estimated needs of the. 
United States. In order to accomplish this, DEA requests that HHS provide estimates of the 
quantities which will be required to meet the legitimate medical, scientific, and reserve stock needs 
in 2012 and 2013 for the following substances: 

Alfentanil 
Amobarbital 
Amphetamine 
Cocaine 
Codeine 
Difenoxin 
Dihydrocodeine 
Diphenoxylate 
Etorphine 
Ephedrine 
Fentanyl 
Gamma-hydroxybutyric acid 
Hydrocodone 
Hydromorphone 
LAAM 

Levorphanol 
Lisdexamfetamine 
Masijuana 
Meperidine 
Methadone 
Methamphetamine 
Methylphenidate 
Morphine 
Nabilone 
Noroxyrnaphone 
Opium (tinctures, extracts, 
etc., expressed in tams of 
U.S.P. powdered opium) 
Oxycodone 
Oxymorphone 

Pentobarbital 
Phenyllnycelkinfis 
Propiram 
Pseudoephaitine 
Psilocybin 
Remifentanil 
Secobarbital 
Sufentanil 
Tapentadol 
Tetrahydmcannabinols 
Mebane 
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Janet Woodcock, M.D. Page 2 

To a significant extent, DEA relies on medical and scientific information unique to the Food and 
Drug Administration to estimate the amounts of these substances which will be required each year. 
In addition to estimates for the aggregate requirements of the above schedules I and II controlled 
substances, and three list I chemicals, DEA requests any product or company specific information 
which may assist in the establishment and revision of quotas. Such information includes anticipated 
new products, discontinued or recalled products, new indications for existing products, new dosage 
forms, new manufacturing processes, research requirements, and manufacturing problems. Please be 
assured that such information will be treated as confidential and proprietary. DEA greatly 
appreciates your assistance in providing these estimates, along with any comments regarding 
legitimate medical needs. 

DEA also has certain reporting mandates under international treaties. In accordance with article 
19 of the. Single Convention on Narcotic Drugs, 1961, and article 16 of the Convention on 
Psychotropic Substances, 1971,-DEA must report the quantities of internationally controlled 
substances manufactured in the United States, the total quantities exported and imported, and the 
United States' assessment of the maximum quantity of controlled substances imported intp the
United States. Therefore, DEA requests that HHS provide estimates of the quantities which will be 
required to meet the legitimate medical, scientific, and reserve stock needs in 2012 and 2013 for the 
following controlled• substances and substances manufactured from controlled, substances: 

Buprenorphine 
Clobazem 
Clonazepam 
Diazepam 
Lorazeparn 
Midazolam 
Naloxone 
Naltrexone 
Pentazocine 
Zolpidem 

My staff is available to provide any assistance you may need in fulfilling this request. In order to 
facilitate the exchange of information, Christine A. Sannerud, Ph.D., Chief, United Nations 
Reporting and Quota Section, Office of Diversion Control, will act as the DEA liaison for all. • 
exchanges concerning this matter. She may be reached by telephone at H Should you 
require further information or assistance regarding this matter, please contact me at 

Sincerely, 

h T. Rannazzlsi 
uty Assistant Administrator 

Office of Diversion Control 
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U. S. Department of Justice 

Drug Enforcement Administration 

8701 Morrissette Drive 
Springfield, Virginia 22152 

www.dea.gov 

Janet Woodcock, M.D. 
Director 
Center for Drug Evaluation and Research 
Food and Drug Administration 
10903 New Hampshire Avenue, #51-633 
Silver Spring, Maryland 20993 

Dear Dr. Woodcock: 

JAN 1 4 2013 

The Drug Enforcement Administration (DEA), in accordance with part 1303 of Title 21 of the 
Code of Federal Regulations (C.F.R.), 21 U.S.C. § 826, and 42 U.S.C. § 242, requests that the 
Department of Health and Human Services (HI-IS) provide estimates of the quantities of schedules 1 
and II controlled substances and three list 1 chemicals which will be required to meet the legitimate i 
medical, scientific, and reserve stock needs of the United States in 2013 and 2014. Please provide 
the information by April 1, 2013, so that DEA may use these figures to calculate revised 2013 and 
initial 2014 aggregate production quotas for publication in the Federal Register. 

Each year, DEA is required to determine the total quantity of schedules I and II controlled 
substances and three list I chemicals to be manufactured to provide for the estimated needs of the 
United States. In order to accomplish this, DEA requests that NHS provide estimates of the 
quantities which will be required to meet the legitimate medical, scientific, and reserve stock needs 
in 2013 and 2014 for the following substances: 

Alfentanil 
Amobarbital 
Amphetamine 
Cocaine 
Codeine 
Difenoxin 
Dihydrocodeine 
Diphenoxylate 
Etorphine 
Ephedrine 
Fentanyl 
Gamma-hydroxybutyric acid 
Hydrocodone 
Hydromorphone 

Levorphanol 
Lisdexamfetamine 
Marijuana 
Meperidinc 
Methadone 
Methamphetamine 
Methylphenidate 
Morphine 
Nabilone 
Noroxymorphone 
Opium (tinctures, extracts, 
etc., expressed in terms of 
U.S.P. powdered opium) 
Oxycodone 

Oxymorphone 
Pentobarbital 
Phenylpropanolamine 
Propiram 
Pseudoephedrinc 
Psilocybin 
Remifentanil 
Secobarbital 
Sufentanil 
Tapentadol 
Tetrahydrocannabinols 
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Janet Woodcock, M.D. Page 2 

To a significant extent, DEA relies on medical and scientific information unique to the Food and 
Drug Administration to estimate the amounts of these substances which will be required each year. 
In addition to estimates for the aggregate requirements of the above schedules I and II controlled 
substances and three list I chemicals, DEA requests any product or company specific information 
which may assist in the establishment and revision of quotas. Such information includes anticipated 
new products, discontinued or recalled products, new indications for existing products, new dosage 
forms, new manufacturing processes, research requirements, and manufacturing problems. Please be 
assured that such information will be treated as confidential and proprietary. DEA greatly 
appreciates your assistance in providing these estimates, along with any comments regarding 
legitimate medical needs. 

DEA also has certain reporting mandates under international treaties. In accordance with 
article 19 of the Single Convention on Narcotic Drugs, 1961, and article 16 of the Convention on 
Psychotropic Substances, 1971. DEA must report the quantities of internationally controlled 
substances manufactured in the United States, the total quantities exported and imported, and the 
United States' assessment of the maximum quantity of controlled substances imported into the 
United States. Therefore, DEA requests that HHS provide estimates of the quantities which will be 
required to meet the legitimate medical, scientific, and reserve stock needs in 2013 and 2014 for the 
following controlled substances and substances manufactured from controlled substances: 

A 1prazo lam 
Buprenorphine 
Clobazam 
Clonazepam 
Diazepam 
Diethylpropion 

Lorazepam 
Midazolam 
Naloxone 
Naltrexone 
Ternezapam 
Zolpidem 

My staff is available to provide any assistance you may need in fulfilling this request. In order to 
facilitate the exchange of information, Christine A. Sannerud, Ph.D., Chief, United Nations 
Reporting and Quota Section, Office of Diversion Control, will act as the DEA liaison for all 
exchanges concerning this matter. She may be reached by telephone at (b)(6) Should you 
require further information or assistance regarding this matter, please contact me at (b)(6) 

Sincerely, 

ph T. Rannazzisi 
uty Assistant Administrator 

flee of Diversion Control 
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U. S. Department of Justice 
Drug Enforcement Administration 

8701 Morrissette Drive 
Springfield, Virginia 22152 

www.dea.gov 

Janet Woodcock, M.D. 
Director 
Center for Drug Evaluation and Research 
Food and Drug Administration 
10903 New Hampshire Avenue, #51-633 
Silver Spring, Maryland 20993 

Dear Dr. Woodcock: 

JAN 8 - 2016 

The Drug Enforcement Administration (DEA), in accordance with part 1303 of Title 21of the 
Code of Federal Regulations, Title 21, United States Code, Section 826 (21 U.S.C. § 826), and 42 
U.S.C. § 242, requests that the Department of Health and Human Services (EMS) provide estimates 
of the quantities of schedules I and II controlled substances and three list I chemicals which will be 
required to meet the legitimate medical, scientific, and reserve stock needs of the United States in 
2016 and 2017. Please provide the information by April 1, 2016, so that the DEA may use these 
figures to calculate revised 2016 and initial 2017 aggregate production quotas for publication in the 
Federal Register. 

Each year, the DEA is required to determine the total quantity of schedules I and II controlled 
substances and three list I chemicals to be manufactured to provide for the estimated needs of the 
United States. In order to accomplish this, the DEA requests that HI-IS provide estimates of the 
quantities which will be required to meet the legitimate medical, scientific, and reserve stock needs 
in 2016 and 2017 for the following substances: 

Alfentanil 
Amobarbital 
Amphetamine 
Cannabidiol 
Cocaine 
Codeine 
Difenoxin 
Dihydrocodeine 
Diphenoxylate 
Ephedrine 
Fentanyl 
Gamma-hydroxybutyric acid 

Hydrocodone 
Hydromorphone 
Levorphanol 
Lisdexamfetamine 
Marijuana 
Meperidine 
Methadone 
Methamphetatnine 
Methylphenidate 
Morphine 
Nabilone 
Noroxymorphone 

Opium (tinctures, extracts, 
etc., expressed in terms of 
U.S.P. powdered opium) 
Oxycodone 
Oxymorphone 
Pentobarbital 
Phenylpropanolamine 
Pseudoephedrine 
Remifentanil 
Secobarbital 
Sufentanil 
Tapentadol 
Tetrahydrocannabinols 
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Janet Woodcock, M.D. Page 2 

To a significant extent, the DEA relies on medical and scientific information unique to the Food 
and Drug Administration to estimate the amounts of these substances which will be required each 
year. In addition to estimates for the aggregate requirements of the above schedules I and II 
controlled substances and three list I chemicals, the DEA requests any product or company specific 
information which may assist in the establishment and revision of quotas. Such information 
includes anticipated new products, discontinued or recalled products, new indications for existing 
products, new dosage forms, new manufacturing processes, research requirements, and 
manufacturing problems. Please be assured that such information will be treated as confidential and 
proprietary. The DEA greatly appreciates your assistance in providing these estimates, along with 
any comments regarding legitimate medical needs. 

The DEA also has certain reporting mandates under international treaties. In accordance with 
article 19 of the Single Convention on Narcotic Drugs, 1961, and article 16 of the Convention on 
Psychotropic Substances, 1971, the DEA must report the quantities of internationally controlled 
substances manufactured in the United States, the total quantities exported and imported, and the 
United States' assessment of the maximum quantity of controlled substances imported into the 
United States. Therefore, the DEA requests that HHS provide estimates of the quantities which will 
be required to meet the legitimate medical, scientific, and reserve stock needs in 2016 and 2017 for 
the following controlled substances and substances manufactured from controlled'substances: 

Alprazolam 
Buprenorphine 
Clobazam 
Clonazepam 
Diazepam 
Diethylpropion 

Lorazepam 
Midazolam 
Naloxone 
Naltrexone 
Temezapam 
Zolpidem 

My staff is available to provide any assistance you may need in fulfilling this request. In order to 
facilitate the exchange of information, Christine A. Sannerud, Ph.D., Chief, United Nations 
Reporting and Quota Section, Office of Diversion Control, will act as the DEA liaison for all 
exchanges concerning this matter. She may be reached by telephone at 

Sincere 

Louis .1. Mi ione 
Deputy Assistant Administrator 
Office of Diversion Control 

(b)(6) 
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ODQ Subject (DFN: 630-08) 
ODQ  Chron 
ODQI(b)(6) 

OD Chron 

OD: 
OD/ffr 
ODX: 

--OrrXt7 
ODXS. 

O DQ: 
(b)(6) 

/) g \ \J 
ODEC (b)(6)  1-6-16 
Si:ODQ/FDA/CS Estimates 
(DFN:` 630-08 — FDA Annual Estimate Letter) 
SBF-CM # ODQ-16-391 
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(b)(4) 

MoxDuo: 
• Patented dual opioid: 3/2 fixed ratio of morphine/oxycodone, multiple strengths. 
• IR-intended to compete in the $2.5B+ US ($14B global) acute pain market. 
• US acute pain market 75M people, 200+M prescriptions; company expects 50% of market. 
• Marketed to be better for post-surgical pain than oxycodone, morphine or Percocet. 
• Market share expected to grow from the FDA mandated withdrawal of combination narcotics, 

e.g., Vicodin and Percocet, containing >325mg acetaminophen. 
o 99.9% of all hydrocodone and 26.5% of all oxycodone is used for combination drugs. 
o For 2010 & 2011, 42.5% of hydrocodone/APAP and 6.5% oxycodone/APAP contained 

>325mg acetaminophen (IMS data). 
• CR intended for chronic pain - launch 2015, will compete with Oxycotin (patent expires 2013) 

MoxDuo drug product line 
• MoxDuo IR (Immediate Release): FDA PDUFA date of June 25th, 2012. 
• MoxDuo CR (Controlled Release): Clinical Trials progress: Phase I & II in 2012; Phase III, 2013. 
• MoxDuo IV (Intravenous): Phase IL 

Strategic Partnerships 
(b)(4) 

Additional Potential Marketers 
(b)(4) 

Issues 
• Current morphine and oxycodone APQs do not account for the additional material needed for 

product development from multiple registrants. 
• Current oxycodone APQ limit reached. 
• Cannot deny product development requests under current regulations (brand or generic). 

(b)(4) 

• Rate of change in market share ratio from Vicodin/Percocet to MoxDuo unknown. 
(b)(4) 

Notes 
• Within the past 5 years Hydro codone w/ Acetaminophen >325mg, total sales decreased from 49% 

to 41% of all hydrocodone combination drugs. 
• The only Morphine combination drug (Embeda, morphine/naltrexone) was pulled from the 

market due to manufacturing issues. 
• Codeine: No combination drugs on the market. 

Page 1368 Vol. 1



United States Government Accountability Office 

GAD Report to Congressional Requesters 

February 2015 DRUG SHORTAGES 

Better Management of 
the Quota Process for 
Controlled 
Substances Needed; 
Coordination between 
DEA and FDA Should 
Be Improved 

GA0-15-202 
Page 1369 Vol. 1



11 DRUG SHORTAGES GAD 
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congressional requesters 

Why GAO Did This Study 

In the last decade, shortages of 
prescription drugs containing controlled 
substances, such as narcotics and 
stimulants, have increased nationwide, 
preventing providers and patients from 
accessing essential medications for 
treatment. Controlled substances are 
regulated by DEA because of the 
potential for abuse and addiction. To 
prevent diversion of controlled 
substances, DEA sets quotas that limit 
the amount of certain substances that 
are available in the United States. 

GAO was asked to examine shortages 
of drugs containing controlled 
substances. This report examines 
(1) the trends in such shortages, 
(2) the effect on patients and providers, 
(3) DEA's administration of the quota 
process, and (4) coordination between 
DEA and FDA to prevent and mitigate 
shortages. GAO analyzed data from 
2001 through 2013 from the University 
of Utah Drug Information Service, 
which is generally regarded as the 
most comprehensive source of drug 
shortage data, and from 2011 and 
2012 from YERS/QMS, which is the 
official record for the quota process. 
GAO interviewed officials from DEA, 
FDA, organizations representing 
patients and providers, and drug 
manufacturers. GAO reviewed relevant 
statutes, regulations, and documents. 

What GAO Recommends 

DEA should take five actions to 
improve its management of the quota 
process; DEA and FDA should quickly 
update their MOU and agree on steps 
each will take regarding drug 
shortages. HHS agreed with the 
applicable recommendations. DEA 
neither agreed nor disagreed, but 
raised multiple objections to this report. 

View GA0-15-202. For more information, 
contact Marcia Crosse at (202) 512-7114 or 
crossem@gao.gov. 

Februar 2015 

Better Management of the Quota Process for 
Controlled Substances Needed; Coordination 
between DEA and FDA Should Be Improved 

What GAO Found 

Shortages of prescription drugs containing controlled substances have increased 
sharply in recent years; of the 168 shortages reported from January 2001 
through June 2013, nearly 70 percent began after 2007. Such shortages lasted 
for nearly a year, on average. Additionally, many shortages involved generic pain 
relievers and drugs where there was only one manufacturer. 

The Food and Drug Administration (FDA), an agency within the Department of 
Health and Human Services (HHS), and organizations representing patients and 
providers report that during shortages of drugs containing controlled substances, 
patients may receive less effective care, experience medication errors, or not 
receive treatment at all. They said providers are also affected as they spend time 
and resources mitigating the effects of shortages, rather than providing care. 

The Drug Enforcement Administration (DEA), an agency within the Department 
of Justice (DOJ), has not effectively administered the quota process that limits 
the amount of controlled substances available for use in the United States. Each 
year, manufacturers apply to DEA for quota needed to make their drugs. DEA, 
however, has not responded to them within the time frames required by its 
regulations for any year from 2001 through 2014. DEA officials attributed this lack 
of compliance to inadequate staffing. Manufacturers who reported quota-related 
shortages cited late quota decisions as causing or exacerbating shortages of 
their drugs. Additionally, DEA's weak internal controls jeopardize the agency's 
ability to effectively manage the quota process. For instance, agency officials 
said that DEA does not conduct quality checks to ensure the accuracy of the data 
in its Year-End Reporting and Quota Management System (YERS/QMS). GAO 
estimates that 44 percent of YERS/QMS records in 2011 and 10 percent in 2012 
had errors. DEA officials said that 2011 was the first year manufacturers applied 
for quota electronically and they expected data from 2012 and beyond to be 
more accurate. DEA also lacks critical management information because it does 
not have performance measures related to setting quotas, nor does it monitor 
data to assess its performance. Moreover, DEA does not have reasonable 
assurance that the quotas it sets are in accordance with its requirements and 
cannot ensure continuity of its operations, as it does not have protocols, policies, 
training materials, or other documentation to manage the quota process. 

Despite statutory provisions requiring DEA and FDA to coordinate certain efforts 
to address shortages of drugs containing controlled substances, the agencies 
have not established a sufficiently collaborative relationship. For example, DEA 
and FDA disagree about what constitutes a shortage. DEA officials also said that 
they do not believe FDA appropriately validates or investigates the shortage 
information it posts on its website and that posting this information encourages 
manufacturers to falsely report shortages to obtain additional quota. However, 
FDA reports that it takes steps to investigate and confirm the shortages on its 
website. Given such barriers to coordination, DEA and FDA cannot effectively act 
to prevent or alleviate shortages. Although DEA and FDA have a memorandum 
of understanding (MOU) in place, it has not been revised since the 1970s and 
they have been working for more than two years to update it. Officials from both 
agencies said an updated MOU could facilitate information sharing and help 
!prevent and mitigate future shortages of drugs containing controlled substances. 
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GAO U.S. GOVERNMENT ACCOUNTABILITY OFFICE 
441 G St. N.W. 
Washington, DC 20548 

February 2, 2015 

The Honorable Charles E. Grassley 
Chairman 
Committee on the Judiciary 
United States Senate 

The Honorable Sheldon Whitehouse 
Ranking Member 
Subcommittee on Crime and Terrorism 
Committee on the Judiciary 
United States Senate 

In the last decade, shortages of prescription drugs have increased 
nationwide, preventing providers and patients from accessing 
medications that are essential for treatment. Some shortages involve 
drugs that contain controlled substances, such as narcotics, stimulants, 
and sedatives, which play an important role in health care.' For example, 
anesthesia, which is used to sedate patients, is routinely administered 
prior to surgical procedures and most patients receive some kind of drug 
containing a controlled substance during inpatient hospital stays. 
Emergency medical service (EMS) providers also frequently rely on a 
variety of drugs containing controlled substances to treat patients 
experiencing heart attacks, seizures, traumatic injuries, and other medical 
crises. For example, data from the National EMS Information System, a 
nationwide repository of information collected by EMS organizations, 
show that fentanyl and morphine—both narcotics that are used to 
manage pain—were 2 of the 10 most frequently administered medications 
by such organizations in 2012. In addition, some drugs containing 
controlled substances are available by prescription for outpatient use as 
pain relievers or sleep aids, as well as to treat individuals with attention 
deficit hyperactivity disorder (ADHD) and anxiety. During shortages, 
providers—including hospitals, physicians, and pharmacists—may have 
to use alternative medications, if alternatives are available at all. The 
Food and Drug Administration (FDA), an agency within the Department of 

1A controlled substance is one that is included in one of five schedules under the 
Controlled Substances Act. A controlled substance is placed in a respective schedule 
based on whether it has a currently accepted medical use in the United States and its 
potential for abuse and physical or psychological dependence. 21 U.S.C. §§ 802(6), 812. 
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Health and Human Services (HHS), which oversees the safety and 
effectiveness of drugs marketed in the United States, considers drug 
shortages to be a serious public health concern and works to prevent, 
alleviate, and resolve them.2

Despite their medical value, prescription drugs containing these 
substances have the potential for abuse and psychological and physical 
dependence. They are therefore required to be regulated by the Drug 
Enforcement Administration (DEA), an agency within the Department of 
Justice (DOJ), in accordance with the Controlled Substances Act (CSA). 
The Centers for Disease Control and Prevention has declared that the 
United States is in the midst of an epidemic of prescription drug overdose 
deaths. In 2011, more than 22,000 Americans died from drug overdoses 
attributable to prescription drugs, and most of those deaths—almost 
17,000—were due to prescription pain relievers containing controlled 
substances. To prevent diversion of controlled substances, DEA 
maintains a closed system of distribution, which includes limiting the 
amount of certain controlled substances that are available. To do so, DEA 
establishes quotas for the maximum amount of each basic class of 
controlled substance—such as amphetamine or morphine—that can be 
produced each year in the United States, known as aggregate production 
quotas (APQ). It also establishes quotas for individual manufacturers, 
who must apply to DEA to obtain quota for specific classes of controlled 
substances. In setting quotas, DEA is required to provide for the 
estimated medical, scientific, research, and industrial needs of the United 
States.' 

You raised questions about shortages of drugs containing controlled 
substances and asked us to examine the effect of such shortages on 
patients. You also asked us to review DEA's administration of the quota 
process to understand its potential effects on shortages of drugs 
containing controlled substances, particularly those used by EMS 

2We have previously reported on trends in the number of drug shortages and types of 
drugs most often in shortage, the causes of such shortages, and FDA's ability to respond 
to them. GAO, Drug Shortages: FDA's Ability to Respond Should Be Strengthened, 
GAO-12-116 (Washington, D.C.: Nov. 21, 2011), and Drug Shortages: Public Health 
Threat Continues, Despite Efforts to Help Ensure Product Availability, GA0-14-194 
(Washington, D.C.: Feb. 10, 2014). 

31n addition, DEA is also required to provide for lawful export requirements, and for the 
establishment and maintenance of reserve stocks. 21 U.S.C. § 826; 21 C.F.R. § 1303.11. 
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providers and to treat ADHD. This report (1) identifies the trends in 
shortages of drugs containing controlled substances that occurred from 
January 2001 through June 2013, (2) describes the reported effects of 
shortages of drugs containing controlled substances on patients and 
providers, (3) examines DEA's administration of the quota process for 
controlled substances, and (4) examines DEA and FDA coordination 
activities to prevent and mitigate shortages of drugs containing controlled 
substances. 

To identify the trends in shortages of drugs containing controlled 
substances from January 2001 through June 2013, we analyzed 
University of Utah Drug Information Service (UUDIS) data during this time 
period.4 UUDIS data is generally regarded as the most comprehensive 
and reliable information on drug shortages for the time period we 
reviewed and are what we used in preparing our 2011 and 2014 reports 
on drug shortages.5 For this report we used an extract of the UUDIS 
dataset used to prepare our 2011 and 2014 reports, which covered 
shortages from 2001—the first year available from UUDIS—through June 
2013. We also examined the characteristics of drugs containing controlled 

4UUDIS broadly defines a shortage as a supply issue that affects how pharmacies 
prepare and dispense a product or that influences patient care when prescribers must 
choose an alternative therapy because of supply issues. Once UUDIS identifies a 
shortage, it generally does not consider a shortage to be resolved until the drug is 
available again in all strengths and package sizes from all manufacturers that currently 
produce the drug. For example, UUDIS could be notified of a shortage involving three 
manufacturers: Manufacturer A has no product available; Manufacturers B and C still do, 
but have limited supply of certain package sizes. According to a UUDIS official, UUDIS 
would consider the shortage to be resolved (1) when Manufacturers A, B, and C all have 
all strengths and package sizes back in stock; (2) if Manufacturer A decides to discontinue 
its product, when Manufacturers B and Manufacturer C both have all strengths and 
package sizes back in stock; or (3) when UUDIS obtains other information indicating that a 
shortage has been resolved, such as FDA telling UUDIS that Manufacturers B and C have 
increased supply and all market need has been met. Our analysis focuses on shortages of 
prescription drugs, so we excluded shortages of over-the-counter drugs, biologics 
(including vaccines), medical devices, and orally administered vitamins from our analysis 
even though UUDIS also tracks and includes these shortages in its data. 

5See GA0-12-116 and GAO-14-194. At the time we did work for our 2011 report, FDA did 
not have a database containing information on drug shortages. Since then, FDA 
developed its own database to track shortages. We reported concerns with FDA's 
management of this database in 2014, see GAO-14-194. For this report, we used the drug 
shortage data maintained by UUDIS because the time period we reviewed includes years 
that predate the development of FDA's database. It also allows us to provide information 
on the trends and characteristics of drug shortages comparable to that which we 
presented in our 2011 and 2014 reports. 
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substances that were in shortage at some point from January 2001 
through June 2013 and that UUDIS identified as critical shortages 
because alternative medications were unavailable, the shortages affected 
multiple manufacturers, or the shortages were widely reported. These 
critical shortages were a subset of the total number of shortages reported 
during this time period.6 For this subset of shortages, we obtained drug 
shortage bulletins created by UUDIS, which contain national drug codes 
associated with each shortage.' Using these national drug codes, we 
analyzed Red Book data to determine the product types, routes of 
administration, and therapeutic classes.8 We reviewed all UUDIS data for 
reasonableness, outliers, and consistency, and based on our review we 
determined that the data were sufficiently reliable for our purposes. 
Additionally, to give context to and inform these analyses we interviewed 
officials at the FDA and UUDIS. For this objective as well as our 
remaining objectives, the scope of our work was limited to prescription 
drugs, as opposed to over-the-counter or behind-the-counter medications. 

To describe the reported effects of shortages of drugs containing 
controlled substances on patients and providers, we interviewed officials 
from provider and patient organizations, such as the American Society of 
Anesthesiologists and Children and Adults with Attention 
Deficit/Hyperactivity Disorder. We selected provider and patient 
organizations that represent populations we determined were likely to be 
affected by shortages of drugs containing controlled substances. The 
information that we obtained from these organizations is not generalizable 
to all provider and patient organizations, but provided us with valuable 
insights. For a complete list of patient and provider organizations we 
interviewed, see appendix I. We also interviewed officials from FDA, the 

6These shortages represented 52 percent of all shortages of drugs containing controlled 
substances reported during this period. 

'UUDIS creates a drug shortage bulletin for all shortages that it identifies as critical. Each 
bulletin is publically posted on the American Society of Health-System Pharmacists' 
website and describes the reason for the shortage; any estimated resupply dates; any 
related shortages; and the national drug codes associated with the shortage. A national 
drug code is a unique identifier, though one drug can have multiple national drug codes 
associated with it. For example, a drug made by one manufacturer, in one strength, but in 
three package sizes would have a different national drug code for each of the three 
package sizes. UUDIS does not consistently track the national drug codes associated with 
shortages that it has determined are not critical. 

8Red Book is a compendium published by Truven Health Analytics that includes 
information about the characteristics of drug products. 
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Office of the Assistant Secretary for Preparedness and Response within 
HHS, and the National Highway Traffic Safety Administration's Office of 
Emergency Medical Services. We reviewed relevant documentation from 
these organizations and agencies, including the results of surveys they 
had conducted of their constituencies. 

To examine DEA's administration of the quota process for controlled 
substances, we reviewed the CSA and DEA's regulations and other 
documentation regarding the agency's process for establishing quotas for 
certain classes of controlled substances with medical use.9 See appendix 
II for the specific substance classes subject to quotas that we considered 
to have medical use. We also interviewed DEA officials about the quota 
process, including factors that affect the agency's timeliness and 
responsiveness to manufacturers' quota applications. In addition, we 
reviewed DEA's administration of the quota process in light of relevant 
federal standards for internal controls and our prior work related to the 
establishment of agency performance measures.' To examine the 
timeliness of DEA's quota decisions for certain classes of controlled 
substances, we reviewed Federal Register notices for APQs for years 
2001 through 2014. From our review of Federal Register notices, we were 
also able to determine when DEA established annual quotas for individual 
manufacturers from 2001 through 2014, as these types of quota are 
established after the APQ has been established in the Federal Register. 
We also analyzed data from the system DEA uses to track and record 
quota applications and decisions—the Year-End Reporting and Quota 
Management System (YERS/QMS). We analyzed data for certain 
controlled substances with medical use from 2011 and 2012, the most 
recent years for which data were available when we began our work. We 

9We consider certain classes of controlled substances with medical use to be those 
substances subject to quotas that are contained in FDA-approved products that are 
currently marketed for human use. 

10See GAO, Standards for Internal Control in the Federal Government, 
GAO/AI MD-00-21.3.1 (Washington, D.C.: November 1999). Among other things, 
these standards address the need for federal agencies to establish internal controls 
and to monitor the performance of their programs. The establishment and review of 
performance measures and indicators is a control activity. Monitoring internal controls 
allows agencies to assess the quality of performance over time. We have also reported 
on the importance of establishing performance measures that demonstrate how well a 
program is achieving its goals. See GAO, Executive Guide: Effectively Implementing the 
Government Performance and Results Act, GAO/GGD-96-118 (Washington, D.C.: June 
1996). 
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analyzed the source documents for a stratified random sample of 440 
YERS/QMS records from 2011 and 2012 (15 percent of the total records 
during these years for certain controlled substances with medical use). 
We used these source documents to verify YERS/QMS data, each of 
which includes a manufacturer's quota application for a particular 
substance and the corresponding decision letter from DEA informing the 
manufacturer of its quota authorization. We compared the information in 
these documents with corresponding YERS/QMS records and found 
many instances of discrepancies between them. We therefore determined 
the data from YERS/QMS to be unreliable for the purposes of our review, 
and so we instead are reporting on our analysis of the information 
contained in the source documents for our sample of YERS/QMS records 
to determine DEA's timeliness in responding to manufacturers' quota 
applications. See appendix III for additional information on the sample 
design and methodology we used to determine the reliability of the data 
and to report on the source documents. We then compared the timing of 
DEA's quota decisions, both for the APQs and manufacturers' quotas, to 
required deadlines in the CSA and DEA's regulations. In addition, we 
interviewed manufacturers about their experiences with DEA's quota 
process, including any effect the quota process may have had on 
shortages of their products. We also reviewed documentation provided by 
manufacturers about their quota applications and DEA's responses. 
Specifically, we spoke with 13 dosage form manufacturers, including 7 
that had the greatest number of drugs containing controlled substances 
subject to quota in shortage from January 2010 through June 2013." We 
also spoke with 2 bulk manufacturers that supplied active pharmaceutical 
ingredients (API) for some of the drugs containing controlled substances 
that were in shortage.12 We identified these manufacturers through our 
analysis of FDA data on the manufacturer-reported causes of shortages 

11Dosage form manufacturers produce drugs in finished dosage form, which is a drug 
product in the form in which it will be administered to a patient, such as a tablet or 
capsule. Finished dosage forms are manufactured using active pharmaceutical 
ingredients, such as controlled substances, and excipients, such as fillers or 
preservatives. An active pharmaceutical ingredient is any element that is intended to 
provide pharmacological activity or other direct effect in the diagnosis, cure, mitigation, 
treatment, or prevention of disease, or to affect the structure or any function of the human 
body. An excipient is an inactive ingredient or component that is not the active 
pharmaceutical ingredient and serves as the vehicle or medium for the active ingredient. 

12Bulk manufacturers produce API from raw materials for use by dosage form 
manufacturers in making finished dosage forms for consumption. For example, bulk 
manufacturers may obtain poppy raw materials to manufacture morphine API. 
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of drugs containing controlled substances from January 2010 through 
June 2013, the most recent years for which data were available when we 
began our analysis. We reviewed FDA's data for reasonableness, 
outliers, and consistency, and based on our review, determined that the 
data were sufficiently reliable for our purposes. Lastly, we interviewed 
DEA and FDA officials about the causes of shortages of drugs containing 
controlled substances. 

To examine DEA and FDA coordination activities to prevent and mitigate 
shortages of drugs containing controlled substances, we reviewed the 
relevant provisions of the Food and Drug Administration Safety and 
Innovation Act (FDASIA) as well as other documentation governing how 
the two agencies are to coordinate.13 We interviewed DEA and FDA 
officials about their coordination activities. In addition, we reviewed our 
past work related to interagency collaboration and the necessary 
elements for a collaborative working relationship. 14

We conducted this performance audit from October 2012 through 
February 2015 in accordance with generally accepted government 
auditing standards.15 Those standards require that we plan and perform 
the audit to obtain sufficient, appropriate evidence to provide a 
reasonable basis for our findings and conclusions based on our audit 
objectives. We believe the evidence obtained provides a reasonable 
basis for our findings and conclusions based on our audit objectives. 

13Pub. L. No. 112-144, tit. X, 126 Stat. 993, 1099-1108 (2012). 

14See GAO, Results-Oriented Government: Practices That Can Help Enhance and 
Sustain Collaboration among Federal Agencies, GAO-06-15 (Washington, D.C.: Oct. 21, 
2005). For that report, we reviewed relevant literature and interviewed experts in the area 
of collaboration to identify key practices that can help enhance and sustain federal agency 
collaboration. 

15Completion of our audit was delayed significantly because of DEA's refusal to comply 
with our requests for information from and about YERS/QMS for over a year. We 
requested access to YERS/QMS materials and data starting in January 2013, but did not 
obtain needed information until March 2014. 
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Background 

DEA's Oversight of 
Controlled Substances 

Within DEA, the Office of Diversion Control is responsible for preventing, 
detecting, and investigating the diversion of controlled substances. The 
mission of this Office is dually focused on preventing diversion while 
ensuring an adequate and uninterrupted supply of these substances for 
legitimate needs. The CSA requires DEA to maintain a closed system of 
distribution of controlled substances in the United States from the point of 
import and manufacture through dispensing to patients or disposal. DEA 
funds diversion control activities, including the quota process, through 
fees that it sets for businesses, individuals, or entities that are required to 
register with DEA to import, export, manufacture, distribute, dispense, or 
conduct research on controlled substances.16 The CSA requires that DEA 
set registration fees at a level that ensures DEA recovers the full costs of 
operating its Diversion Control Program.17 DEA adjusts registration fees 
through the notice and comment rulemaking process and last adjusted 
registration fees in March 2012.18

The CSA places each controlled substance in one of five schedules 
based on whether the substance has a currently accepted medical use in 
treatment in the United States, its relative potential for abuse, and the 
degree of dependence the drug or other substance may cause.' 
Schedule I controlled substances, such as heroin and LSD, have a high 
potential for abuse and no currently accepted medical use in treatment in 

16Diversion control activities refer to activities related to the registration and control of the 
manufacture, distribution, dispensing, importation, and exportation of controlled 
substances and listed chemicals. 21 U.S.C. § 886a(2)(B). See 21 C.F.R. pt. 1301 for more 
information on DEA's registration requirements and fees. 

1721 U.S.C. § 886a. 

18DEA's March 2012 registration fee adjustment took place nearly 6 years after its prior 
adjustment. Controlled Substances and List I Chemical Registration and Reregistration 
Fees, 77 Fed. Reg. 15234-15250 (Mar. 15, 2012). 

191n addition to DEA's role in regulating controlled substances, states may also establish 
laws that regulate controlled substances. State laws must be in accordance with the CSA, 
but may be more restrictive. 
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the United States.' Schedule II controlled substances have a high 
potential for abuse, which may lead to severe psychological or physical 
dependence, but also have a currently accepted medical use; for 
instance, amphetamine is a schedule II controlled substance and is used 
to treat ADHD. As part of the closed system of distribution to prevent the 
diversion of controlled substances, the CSA requires DEA to establish 
quotas for each basic class of schedule I and II controlled substances.' 
Quotas are not established for schedule III, IV, and V controlled 
substances, which have a currently accepted medical use, a lower 
potential for abuse, and a lower physical and psychological dependence 
relative to schedule I and II controlled substances.22

DEA's Process for 
Establishing Quotas for 
Certain Controlled 
Substances 

Each year the Office of Diversion Control establishes three types of 
quotas for schedule II substances: APQs, bulk manufacturing quotas, and 
procurement quotas.23 Within the Office of Diversion Control, the Quota 
Unit is responsible for calculating and proposing quotas that are then 
established by the agency. 24

Aggregate production quotas, which are established for each basic 
class of schedule I and II substances—such as amphetamine or 

20Although schedule I substances have no accepted medical use in the United States, 
DEA issues quotas for these substances for scientific, industrial, and research purposes, 
including clinical trials. We do not include schedule I substances in our review of DEA's 
quota process because they have no accepted medical use in the United States. 

21
1n addition to each basic class of schedule I and II substances, DEA is also mandated to 

establish quotas for list I chemicals ephedrine, pseudoephedrine, and 
phenylpropanolamine. 21 U.S.C. § 826. In setting quotas for these chemicals, DEA 
establishes an assessment of annual needs, which is to provide for the estimated medical, 
scientific, research, and industrial needs of the United States, lawful export requirements, 
and the establishment and maintenance of reserve stocks. Registrants apply for import 
quotas to import list I chemicals in to the United States. We did not include quotas for list I 
chemicals within the scope of this report because DEA officials said that only a small 
amount of these substances are used to manufacture schedule II substances. 

22These schedules include drugs such as Tylenol with codeine®, Valium®, and Xanax®. 

23Although DEA's regulations use the term "individual manufacturing quotas," DEA 
officials refer to them as "bulk manufacturing quotas." Accordingly, we use the term "bulk 
manufacturing quotas" throughout our discussion. Companies that obtain bulk 
manufacturing quotas register with DEA as bulk manufacturers. 

241n this report, we refer to the Office of Diversion Control's UN Reporting and Quota 
Section as the Quota Unit. 
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morphine—specify the maximum amount of each controlled substance 
that can be manufactured in the United States in a given year to provide 
for the estimated medical, scientific, research, and industrial needs of the 
United States, lawful export requirements, and the establishment and 
maintenance of reserve stocks. APQs limit the amount of bulk materials 
that may be manufactured or synthesized in the United States, and 
subsequently available for use in the manufacture of drug products 
containing schedule I and II controlled substances. In establishing APQs 
for each basic class of schedule I and II controlled substances, DEA 
considers information from many sources, including 

• manufacturers' production history and anticipated needs; 

• estimates from IMS Health on retail consumption based on 
prescriptions dispensed;25

• data from DEA's internal system for tracking controlled substances 
transactions, known as the Automation of Reports and Consolidated 
Orders System (ARCOS); 

• past histories of quota granted for each substance from YERS/QMS; 

• estimates of the projected medical, scientific, and reserve stock needs 
provided by FDA's Controlled Substances Staff;26

• information regarding new and discontinued drug products containing 
schedule II substances from FDA; and 

• data on the diversion of controlled substances, such as information 
from case seizures and national databases of drug evidence. 

By May 1 of each year, DEA is required to propose APQs in the Federal 
Register for the next year and mail a copy of its proposal to persons 
registered as bulk manufacturers of the basic class.' Any interested 
person may file comments on or objections to the notice, and, after 
consideration of such comments or objections, DEA must then establish 
APQs in the Federal Register and mail a copy of its decisions to 

25DEA obtains prescription data from IMS Health, a company that collects and analyzes 
health care data, to determine the number of prescriptions and total amount of drugs 
purchased by retail establishments for dispensing for each substance. 

26FDA also uses data from IMS Health to develop its estimates of projected use in the 
United States. 

2721 C.F.R. § 1303.11. 
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manufacturers of the basic class.' DEA may increase or decrease the 
APQ at any point due to fluctuations in demand and other factors, such as 
changes in accepted medical use of a substance for treatment or 
availability of raw materials for use in manufacturing.29 DEA monitors the 
various data sources used to establish the APQ, as well as an FDA 
website containing information on drug shortages, to identify any possible 
changes in supply.3° Generally, the agency revises the APQ midway 
through the year to account for any of these changes, as well as to 
account for any changes in anticipated need communicated by quota 
applicants. The process for revising the APQ is similar to the one used to 
establish it. Beginning with 2013 APQs, DEA established an additional 
25 percent reserve in APQs in the event of natural disaster or other 
unforeseen event that could result in substantial disruption to the amount 
of basic classes of schedule II substances available for manufacture. 

Bulk manufacturing quotas limit the amount of a basic class of 
schedule I or II controlled substance that an individual bulk manufacturer 
can manufacture through the extraction or synthesis of plant material or 
other controlled substances. Each bulk manufacturer must apply to DEA 
to obtain bulk manufacturing quota for a specific substance class and the 
bulk manufacturing quotas granted to manufacturers in sum cannot 
exceed the APQs established by DEA. 

Procurement quotas limit the amount of a basic class of schedule I or II 
controlled substance that an individual manufacturer can procure from a 
manufacturer of bulk raw materials in order to manufacture into dosage 
forms of a drug or into other substances.31 The sum of procurement 
quotas determines the amount of bulk material that needs to be 
produced. 

2821 C.F.R. § 1303.11. See e.g., Controlled Substances: Established Aggregate 
Production Quotas for 2012, 76 Fed. Reg. 78044 (Dec. 15, 2011). 

2921 C.F.R. § 1303.13. 

30DEA also monitors letters and telephone calls it receives from individuals who indicate 
that they cannot get their prescriptions filled for specific products or drugs from their local 
pharmacies. 

31We refer to companies that obtain procurement quotas as dosage form manufacturers. 
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DEA does not have the authority to issue quotas for specific products or 
to require manufacturers to use their quota for specific products, but 
rather establishes the quotas for the basic class of controlled substance. 
For example, DEA may grant a quota of 10,000 grams of amphetamine to 
a manufacturer, but it is up to the manufacturer to determine how much of 
that quota will be put towards the various strengths and formulations of its 
drug products. 

In establishing bulk manufacturing and procurement quotas for individual 
manufacturers, DEA considers the same types of information it uses to 
establish APQs. However, the agency's focus in reviewing the information 
is relative to the requesting manufacturer for that particular substance, 
rather than the total annual need, as is done for the APQ. 

The CSA and DEA's implementing regulations designate specific dates 
by which manufacturers must apply for quotas, as well as dates by which 
DEA must establish quotas (see fig. 1). Manufacturers apply for quotas in 
the current year, which we term the application year. Their application is 
for use of the quota in the next calendar year, which we term the 
production year. Manufacturers may request a revision to their bulk 
manufacturing or procurement quota at any point. 32 When manufacturers 
apply for a revision to their quota during the production year, we term this 
a supplemental quota application. 

3221 C.F.R. §§ 1303.12(d), 1303.25(a). DEA also may at any time reduce a 
manufacturer's bulk manufacturing quota to prevent exceeding the APQ. 21 C.F.R. 
§ 1303.26. 
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Figure 1: Timeline for Manufacturers to Apply for Quotas and for the Drug Enforcement Administration (DEA) to Propose or 
Establish Quotas 

DEA's regulations require 
manufacturers to submit 
procurement quota 
applications to DEA for the 
production year 
On or before April 1st 

DEA's regulations require manufacturers to submit 
bulk manufacturing quota applications to DEA for 
the production year 
On or before May 1st 

DEA's regulations require the agency to propose 
aggregate production quotas (APQ) for the 
production year in the Federal Register 
On or before May 1st 

Application year Apr. May 
(Current calendar year) 
(e.g. 2011) 

After consideration of comments, DEA is to establish 
APQs for the production year 
No required date 

DEA can increase or decrease APQs 
At any point 

DEA's regulations require the agency to 
establish bulk manufacturing and 
procurement quotas for manufacturers for 
the production yearn 
On or before July 1st 

(.), 

Jul. 

Manufacturers can use procurement and 
bulk manufacturing quotas established 
for that production year 
On or after January 1st 

Production year 
(Next calendar year) 
(e.g. 2012) 

Source GAO analysis of ;he Controlled Substances Act (CSA) and DEA's regulations. I GAO-15-202 

Notes: Unused quota from one year cannot be carried over to the following production year. For 
example, any remaining quota authorized for 2011 cannot be used to obtain controlled substances for 
procurement quotas and cannot be used to manufacture controlled substances for bulk 
manufacturing quotas in 2012. A bulk manufacturer, however, may extract or synthesize active 
pharmaceutical ingredient in one year and hold it in inventory until any subsequent year. 

Pursuant to section 1005 of the Food and Drug Administration Safety and Innovation Act, DEA is to 
review quota requests from manufacturers that relate to shortages of drugs containing schedule II 
controlled substances and respond within 30 days. Pub. L. No. 112-144, 126 Stat. 993, 1105 (2012) 
(codified at 21 U.S.C. § 826(h)). Manufacturers can apply to DEA for more quota at any point, but 
there is no required time frame for DEA to respond to such supplemental quota requests unless a 
request relates to a drug in shortage. 

aln contrast to DEA's regulations, the CSA requires DEA to issue bulk manufacturing quotas to 
manufacturers on or before October 1 for the production year. 21 U.S.C. § 826(c). 

DEA launched an electronic system, known as YERS/QMS, in 2008 for 
manufacturers to submit end of year reports to the agency. Starting in 
2011, manufacturers were able to use YERS/QMS to submit quota 
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applications to the agency electronically.33 YERS/QMS serves as the 
official record for the quota process. The system allows DEA to track 
manufacturers' quota applications—including the date of the quota 
application, the amount of quota requested, the amount of quota 
previously authorized by DEA in prior years, and information about the 
products that will be manufactured with the requested quota—throughout 
its review process within the Office of Diversion Control. Additionally, 
YERS/QMS records DEA's decision about how much quota to authorize 
and the date on which DEA sends a decision letter to the manufacturer 
notifying it of the agency's quota decision. 

FDA's Role in Preventing 
and Resolving Drug 
Shortages and 
Coordination with DEA 

Consistent with its mission of protecting public health, FDA established 
the Drug Shortage Program in 1999—now known as the Drug Shortage 
Staff (DSS)—to help prevent, alleviate, and resolve shortages. DSS 
compiles information on drug shortages received from manufacturers and 
the public, including the reasons for the shortages.34 FDA defines a 
shortage as a period of time when the demand or projected demand for 
the drug within the United States exceeds the supply of the drug.35 DSS 
verifies the existence of a shortage by (1) determining if the current 
demand for a product is stable or increasing based on historical data from 
IMS Health; (2) contacting all manufacturers of a given drug to investigate 
supply issues and to obtain information on inventory, manufacturing 
schedules, and any changes to ordering patterns; (3) evaluating product 
distribution at the wholesale level, if needed; and (4) assessing 
information obtained from IMS Health, manufacturers, and wholesalers 
for the particular product reported to have a potential or actual shortage 

33Manufacturers can also submit hard copy paper applications by mail, in which case DEA 
officials will then manually enter the information from the applications into YERS/QMS. 

34With the enactment of FDASIA, manufacturers must notify FDA at least 6 months prior 
to the date of a discontinuance or interruption (or as soon as possible if 6 months is not 
feasible) in the manufacture of a drug that is life supporting, life sustaining, or used to treat 
debilitating health issues. Pub. L. No. 112-144, § 1001, 126 Stat. at 1099 (codified at 
21 U.S.C. § 356c(a)-(b)). 

35Pub. L. No. 112-144 § 1001, 126 Stat. at 1100 (codified at 21 U.S.C. § 356c(h)(2)). In 
September 2014, FDA changed its definition of a drug shortage to be consistent with 
FDASIA. According to FDA, this is not a substantive change in definition and does not 
alter how FDA works on matters regarding drug shortages. In general, FDA focuses on 
shortages of medically necessary drugs that have a significant effect on public health. 
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and for any acceptable alternative products.' DSS tracks drug shortages 
until their resolution, and posts information on its website about current 
and resolved shortages. FDA also obtains information from the American 
Society of Health-System Pharmacists, which becomes aware of drug 
shortages through voluntary reporting from hospitals, pharmacists, and 
other health care providers. FDA responds to shortages by taking actions 
within its authority to address the underlying causes and to enhance 
product availability. For example, FDA may offer feedback on a 
manufacturers' proposed approach to responding to quality concerns. 

FDASIA, enacted in July 2012, contains several provisions related to drug 
shortages that require coordination between FDA and DEA. When FDA is 
notified of a supply disruption of a drug that is life-supporting, life-
sustaining, or intended for use in the prevention or treatment of a 
debilitating disease or condition, and that contains a controlled substance 
subject to quotas, FDASIA requires that FDA request, if FDA determines 
that it is necessary, that DEA increase quotas applicable to that controlled 
substance.' Similarly, when FDA has determined that a schedule II drug 
is in shortage in the United States, manufacturers may also make such 
requests by submitting quota applications and FDASIA requires that DEA 
respond to these requests from manufacturers within 30 days.38
Regardless of whether the request came from FDA or manufacturers, if 
DEA determines that issuing additional quota is not necessary to address 
a shortage it must provide a written response, which FDA is to post on its 
website.39

Additionally, FDASIA requires both FDA and DEA to describe their 
coordination on efforts to prevent or alleviate drug shortages in annual 
reports to Congress.4° FDASIA also requires FDA to maintain an up-to-

36FDA, Manual of Policies and Procedures, Drug Shortage Management, MAPP 4190.1, 
Rev. 2, (Sept. 3, 2014). 

37Pub. L. No. 112-144, § 1001, 126 Stat. at 1099-1100 (codified at 21 U.S.C. § 356c). 

38This requirement applies where the manufacturer's request pertains to a schedule II 
controlled substance that is on the list of drugs in shortage maintained by FDA under 
section 506E of the Federal Food, Drug, and Cosmetic Act (established by section 1004 of 
FDASIA). Pub. L. No. 112-144, § 1005, 126 Stat. at 1105 (codified at 21 U.S.C. § 826(h)). 

391d. §§ 1001, 1005, 126 Stat. at 1099-1101, 1105 (codified at 21 U.S.C. §§ 356c(e), 
826(h)). 

401d. §§ 1002, 1006, 126 Stat. at 1102, 1105-06 (codified at 21 U.S.C. §§ 356c-1, 826a). 
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date list of drugs that it determines to be in shortage, which, subject to 
public health, trade secret, and confidentiality provisions, must be publicly 
available.' To meet this requirement, FDA posts information about drug 
shortages on its website, including the name of the drug and the reason 
for the shortage. 

Performance Measures 
and Internal Controls 

Under the Government Performance and Results Act of 1993 (GPRA), as 
amended by the GPRA Modernization Act of 2010, agencies are 
statutorily required to prepare annual performance plans that articulate 
goals for the upcoming fiscal year and must include indicators that the 
agency will use to measure its performance.42 Standards for internal 
control in the federal government and federal guidance on performance 
management also call for agencies to establish objectives and 
performance measures for programs that clearly link to agency-wide 
goals.43 As our prior work has shown, performance measures are a key 
tool to help managers assess progress toward the stated agency-wide 
strategic goals and program-level objectives." Leading agencies seek to 
establish clear hierarchies of results-oriented performance measures and 
targets to ensure that the agency is achieving its mission and strategic 
goals. Such performance measures help agencies make resource 
decisions and foster accountability to communicate agency progress to 
Congress and the public. 

Internal control, which is synonymous with management control, 
comprises the plans, methods, and procedures used to ensure an agency 
is meeting its missions, goals, and objectives, which supports 

41.la 
_.. § 1004, 126 Stat. at 1104-05 (codified at 21 U.S.C. § 356e). 

4231 U.S.C. § 1115(b). 

43GAO/AIMD-00-21.3.1. 

44For example, see our findings in GAO, Managing for Results: Enhancing Agency Use of 
Performance Information for Management Decision Making, GAO-05-927 (Washington, 
D.C.; Sept. 9, 2005); Results-Oriented Cultures: Creating a Clear Linkage between 
Individual Performance and Organizational Success, GAO-03-488 (Washington, D.C.; 
Mar. 14, 2003); Agencies' Annual Performance Plans Under the Results Act: An 
Assessment Guide to Facilitate Congressional Decisionmaking, GAO/GGD/AI MD-10.1.18 
(Washington, D.C.; February 1998); and Program Performance Measures: Federal 
Agency Collection and Use of Performance Data, GAO/GGD-92-65 (Washington, D.C.; 
May 4, 1992). 
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performance-based management.45 Such controls help agency program 
managers achieve desired results and provide reasonable assurance that 
program objectives are being achieved through, among other things, 
effective and efficient use of agency resources. In addition, internal 
control standards in the federal government call for agencies to 
communicate with and obtain information from external stakeholders, 
compare actual performance to planned or expected results, review 
performance measures and indicators, compare and assess different sets 
of data to establish relationships and then take appropriate action, and to 
document all internal controls, transactions, and other significant events. 
In addition, we have previously reported on the importance of interagency 
collaboration.46 Collaboration can be broadly defined as any joint activity 
that is intended to produce more public value than could be produced 
when organizations act alone. 

Shortages of Drugs 
Containing Controlled 
Substances Rose 
Sharply After 2007; 
Many Involved 
Generic Pain 
Relievers and Drugs 
Manufactured by Few 
Companies 

Shortages of drugs containing controlled substances have increased 
sharply in recent years; such shortages lasted for nearly a year, on 
average, and the majority of drugs were in shortage multiple times. Half of 
the shortages of drugs containing controlled substances identified as 
critical by UUDIS were analgesics (pain relievers) and most involved 
generic drugs. 

45GAO/AI MD-00-21 .3.1 . 

46GA0-06-1 5. 
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Shortages of Drugs 
Containing Controlled 
Substances Have Spiked 
in Recent Years; Most 
Were in Shortage Multiple 
Times and for Nearly 1 
Year on Average 

Of the 168 shortages of drugs containing controlled substances that were 
reported from January 2001 through June 2013, nearly 70 percent began 
between 2008 and 2013.47 The number of new shortages reported each 
year peaked in 2009—with 28 that year—and has somewhat declined 
since then, though the number still remains significantly above pre-2008 
levels. (See fig. 2.) The recent increase in these shortages mimics the 
pattern we have found for shortages of all drugs, which have also sharply 
increased since 2007 and subsequently declined after peaking in 2011. 
The 168 shortages of drugs containing controlled substances represent a 
small percentage of the total 1,575 drug shortages reported from January 
2001 through June 2013. 

47A shortage is counted in the total for "reported" shortages in the year that UUDIS is first 
notified of the shortage. For example, a shortage reported in July 2010 and resolved in 
March 2012 would be counted as a reported shortage in 2010. It would not be counted as 
a reported shortage in either 2011 or 2012. 
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Figure 2: New Shortages of Drugs Containing Controlled Substances and All Drugs 
Reported January 2001 through June 2013, by Year 
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Source: GAO analysis of University of Utah Drug Information Service data. I GAO-15-202 

Note: A shortage is counted as "reported" in the year that the University of Utah Drug Information 
Service is first notified of the shortage. The totals for shortages of all drugs reported for 2007 through 
2011 may differ slightly from what we reported in our 2011 report due to minor modifications by the 
University of Utah Drug Information Service to its data since that report. See GAO-12-116, 16. 

The vast majority of shortages of drugs containing controlled 
substances-96 percent—lasted longer than 1 month and some of these 
shortages spanned multiple years. (See table 1.) The average duration 
was nearly 1 year; however, some were much longer. For instance, a 
single shortage of lorazepam injection, a medication used to treat anxiety, 
lasted slightly more than 5 years. 
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Table 1: Summary of the Duration of Shortages of Drugs Containing Controlled 
Substances, January 2001 through June 2013 

Number of 
Duration of shortages shortages Percents

Average durationa
(in days) 

Shortages lasting less than 30 days 6 4 17 

Shortages lasting between 30 and 365 days 96 61 160 

Shortages lasting more than 365 days 55 35 729 

Shortages lasting zero daysa 11 

Total 168 100 354 

Source: GAO analysis of University of Utah Drug Information Service data. I GAO-15-202 

Note: 

eWe excluded 11 shortages of the 168 shortages of drugs containing controlled substances identified 
by the University of Utah Drug Information Service from January 2001 through June 2013 from this 
analysis because these shortages lasted 0 days, leaving 157 shortages. The majority of these 
excluded shortages represented manufacturers' decisions to discontinue their production of a drug. 

Most shortages-143 of 168—involved drugs that were in short supply 
multiple times, ranging from two to seven times. Forty-five different drugs 
containing controlled substances were reported to be in shortage multiple 
times from January 2001 through June 2013, representing 143 individual 
shortages. Overall, these 45 different drugs were in short supply for an 
average of about 3 years. For instance, oxycodone oral solution, a drug 
that is used to treat moderate to severe pain, was in shortage for the 
longest combined amount of time over the course of four different 
shortages, with a combined duration of over 8.5 years. 

Drugs containing schedule II substances accounted for more than half of 
the shortages of drugs containing controlled substances that were 
reported from January 2001 through June 2013. Fifty-seven percent of 
shortages involved schedule II substances, while the remaining 
schedules—schedules III, IV, and V—comprised 15, 26, and 2 percent of 
shortages, respectively. Shortages of drugs containing schedule II, Ill, 
and IV substances ranged on average from 356 days to 359 days. 
However, shortages of schedule V drugs were shorter, lasting an average 
of 228 days. 

Though the number of shortages reported has declined in recent years, 
the number of active shortages of drugs containing controlled substances 
remains high. (See fig. 3.) The active shortage total for each year 
includes both (1) new shortages reported that year and (2) shortages that 
started in a prior year that were still ongoing. For example, a shortage 
reported in July 2010 and resolved in March 2012 would be counted as 
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an active shortage in three different years (2010, 2011, and 2012). Rather 
than peaking in 2009, as the number of new shortages reported did, the 
number of active shortages has remained more or less constant, with 37 
to 42 active shortages of drugs containing controlled substances per year 
from 2009 to 2012. For instance, in 2012, there were 19 new shortages 
reported that year and another 23 shortages that started in prior years 
and remained ongoing through some of the year. As of June 2013, there 
were 31 active shortages of drugs containing controlled substances. 

Figure 3: Number of Active Shortages of Drugs Containing Controlled Substances, 
January 2001 through June 2013, by Year 
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Source GAO analysis of University of Utah Drug Information Service data. I GAO-15-202 

Note: The active shortage total for each year includes (1) new shortages reported that year and 
(2) shortages that were reported in a prior year that remained ongoing. 
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Half of Critical Shortages 
of Drugs Containing 
Controlled Substances 
Were of Pain Relievers 
and Many Involved 
Generic Products 

Of the 87 shortages of drugs containing controlled substances identified 
as critical by UUDIS from January 2001 through June 2013, half involved 
pain relievers (analgesics) (44 of 87). These shortages were identified as 
critical by UUDIS because alternative medicines were not available, the 
shortages affected multiple manufacturers, or it received multiple reports 
of shortages from different provider institutions. There were also 
shortages of anti-anxiety medications, sedative hypnotic drugs, and 
stimulants. (See table 2.) All of these types of drugs belong to the broader 
class of drugs that affect the central nervous system, and are used to 
treat seizures, manage anxiety, and to provide sedation and pain 
reduction, among other things." 

Table 2: Summary of Critical Shortages of Drugs Containing Controlled Substances 
by Therapeutic Class, January 2001 through June 2013 

Therapeutic class Number of critical shortages Percent of critical shortages 

Analgesic 44 51 

Antianxiety 7 8 

Sedative hypnotic 8 9 

Stimulant 5 6 

Other 23 26 

Total 87 100 

Source: GAO analysis of University of Utah Drug Information Service and Truven Health Analytics (Red Book). I GAO-15-202 

Note: This figure reflects 87 of the 168 (52 percent) shortages of drugs containing controlled 
substances reported during this time period; it is limited to the shortages the University of Utah Drug 
Information Service identified as critical. Red Book is a compendium published by Truven Health 
Analytics that includes information about the characteristics of drug products. 

Most critical shortages of drugs containing controlled substances-68 of 
87 (78 percent)—involved a generic drug. This 78 percent includes 38 
critical shortages of drugs available only in generic form and 30 shortages 
of drugs available in both brand-name and generic forms. Another 
19 critical shortages were of drugs available only in brand-name form 
(22 percent). Our analysis also showed that 40 critical shortages 
(46 percent) involved generic pain relievers. These 40 critical shortages 
include 19 shortages of analgesics only available in generic form 

"Central nervous system and anesthesia drugs represented the therapeutic class with the 
highest frequency of all critical drug shortages reported from January 2009 through June 
2013. See GAO-12-116 and GAO-14-194. 
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(22 percent) and 21 shortages of analgesics available in brand-name and 
generic form (24 percent). (See fig. 4.) 

Figure 4: Distribution of Critical Shortages of Drugs Containing Controlled 
Substances by Therapeutic Class and Product Type, January 2001 through June 
2013 

46% 40 analgesic drugs available in 
generic only or brand-name and 
generic form 

Analgesic drugs Number of drugs 

Only available in generic form 19 

Available in brand-name and generic form 21 

Only available in brand-name form 4 

Nonanalgesic drugs 

Only available in generic form 19 

Available in brand-name and generic form 9 

Only available in brand-name form 15 

Source: GAO analysis of data from the University of Utah Drug Information Service and Truven Health 
Analytics (Red Book). I GAO-15-202 

Note: This figure reflects 87 of the 168 (52 percent) shortages of drugs containing controlled 
substances reported during this time period; it is limited to the shortages the University of Utah Drug 
Information Service identified as critical. Non-analgesics include all other therapeutic classes, such as 
anesthetics and anti-anxiety medications. Red Book is a compendium published by Truven Health 
Analytics that includes information about the characteristics of drug products. 

Most critical shortages of drugs containing controlled substances-79 
shortages (91 percent)—involved drugs that were manufactured by four 
or fewer companies and 39 of those shortages involved drugs 
manufactured by only one company. The remaining 8 shortages involve 
drugs that were manufactured by five or more companies (9 percent). 

Finally, injectable drugs were in short supply slightly more often than 
orally administered drugs during this time period, with 44 critical 
shortages of injectable drugs (51 percent) and 35 critical shortages of 
orally administered drugs (40 percent). The remaining shortages involved 
drugs with other routes of administration, such as those administered 
topically or via the rectum. 
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Shortages of Drugs 
Containing Controlled 
Substances Can 
Compromise Patient 
Care and Create 
Challenges for 
Providers 

According to provider and patient organizations, during shortages of 
drugs containing controlled substances, patients may receive less 
effective care, experience medication errors, or not receive treatment at 
all. Provider organizations also report that providers encounter serious 
challenges when such drugs are in short supply, requiring them to spend 
time and resources to mitigate the effects of shortages. 

Shortages Can Result in 
Less Effective Care, 
Medication Errors, and 
Delayed or Canceled 
Treatment 

FDA reports that drug shortages can pose a significant threat to the public 
health by adversely affecting care for patients. According to FDA, drug 
shortages can delay or deny needed care for patients. Drug shortages 
can also lead prescribers to use second-line alternatives, which may be 
less effective or pose additional risks. In addition, provider and patient 
organizations we spoke with told us that shortages of drugs containing 
controlled substances have resulted in less effective patient care. For 
example, representatives from an EMS organization told us that some 
providers limited the amount of pain medication administered to patients 
in order to make their supply of the drugs last longer, resulting in patients 
with unmanaged pain. In addition, some providers often have to use 
substitutes during shortages that involve undesirable side effects or can 
be less effective, according to provider organizations.49 Representatives 
from the American Society of Anesthesiologists told us that when 
providers have to use an alternative anesthesia medication that is not the 
preferred treatment, patients can experience longer recovery times, 
delayed awakening, or postoperative nausea or vomiting. Medications 
can affect patients differently and, as a result, finding an effective 
substitute during a shortage can be complicated. For instance, according 
to provider and patient organizations focused on mental health issues, 
providers treating patients with ADHD may need to try different drugs 

"An American Society of Anesthesiologists' survey revealed that over 95 percent of its 
members used an alternative medication because of a shortage and another 50 percent 
modified a procedure in some way because of a shortage. The survey also showed that 
the anesthesia drugs with the highest reported frequency of shortage were fentanyl and 
thiopental, both of which are controlled substances, as well as succinylcholine, propofol, 
and pancuronium, which are not controlled substances. The American Society of 
Anesthesiologists, 2012 ASA Drug Shortage Survey Results, accessed January 20, 2015, 
http://asahq.org/advocacy/federal-activities/regulatory-activity/drug-
shortages#Drug°/020Shortagee/020Survey. 
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containing other controlled substances and at varied doses to find one 
that works, although perhaps not as effectively as the patient's usual 
medication. Even switching from an extended-release formulation to an 
immediate-release formulation of the same drug can have a significant 
effect on a child with ADHD if the child's school does not have a nurse to 
supervise the child taking medication during the day, according to the 
director of UUDIS. One organization representing patients and families 
affected by this disorder, Children and Adults with Attention 
Deficit/Hyperactivity Disorder, found that 18 percent of survey 
respondents had to change medications during a shortage of ADHD 
medications. Patients may also be seriously affected by changing to a 
different route of administration of the same drug during shortages. 
Patients receiving hospice care or near the end of life may require 
injections because they cannot swallow a pill for example. Therefore, 
during a shortage of a morphine injection, clinicians may have to switch 
the patient to another injectable pain reliever because the patient cannot 
swallow the morphine tablet, according to the director of UUDIS. 

Patients are at increased risk of experiencing medication errors during 
these shortages. Providers may have to use drugs in unfamiliar dosages 
or concentrations during shortages of drugs containing controlled 
substances, which can increase the risk of medication errors and lead to 
serious consequences for patients. For instance, in its survey of health 
care practitioners, the Institute for Safe Medication Practices found 
several instances of overdose and death from providers incorrectly 
converting doses for pain relievers during a morphine shortage.5° Errors 
administering sedatives have also led to patients receiving too much or 
too little medication, resulting in unintended consciousness during 
surgery, agitation, and increased recovery times. EMS organizations also 
noted that the providers they represent are particularly at risk for 
administering medication incorrectly as they typically have less 
experience dealing with different medications, doses, or concentrations 
than hospital-based providers. Additionally, representatives of an EMS 
organization added that EMS providers deliver care in a mobile 
environment, which further increases the risk of administering medication 
incorrectly. 

50Institute for Safe Medication Practices, Drug Shortages: National Survey Reveals High 
Level of Frustration, Low Level of Safety, accessed October 1, 2012, 
http://www.ismp.orginewsletters/acutecare/articles/20100923.asp. 
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Patients may have to delay or forgo care because of shortages of drugs 
containing controlled substances. For instance, provider organizations 
told us that providers have had to cancel or delay surgeries and 
procedures during shortages of anesthesia drugs. EMS associations we 
spoke with also reported that patients were at risk when drugs that are 
used to treat seizures were in short supply and there were no available 
substitutes. 

In addition to compromised care, patients faced other hardships. For 
example, parents spent significant time tracking down ADHD medications 
that were in shortage for their children, according to provider and patient 
organizations focused on mental health issues, such as Children and 
Adults with Attention Deficit/Hyperactivity Disorder and the American 
Academy of Child and Adolescent Psychiatry. In particular, these 
organizations reported that some parents of children with ADHD called 
more than 30 pharmacies to find their children's medication. 
Representatives of mental health organizations also reported that patients 
faced increased costs during shortages. Some paid higher prices for their 
drugs when generic ADHD medications were in short supply and only the 
more expensive brand-name drug was available. In other instances, 
patients found they had to visit their physicians more often to obtain new 
prescriptions when pharmacies with dwindling supplies could only 
partially fill their orders, which then resulted in additional fees from the 
physician to obtain a new prescription, according to mental health 
organizations.51

51The CSA precludes prescriptions for such schedule II ADHD medications from being 
refilled, so, according to mental health organizations, patients needed to see their 
physician more frequently when they were not able to get their prescriptions filled 
completely. The CSA establishes various requirements that govern prescriptions of 
controlled substances depending upon the schedule of the drug. For example, schedule II 
substances, including amphetamine used to treat ADHD, cannot be dispensed without a 
written prescription of a practitioner, except in emergency situations, and cannot be 
refilled. 21 U.S.C. § 829(a). Schedule III and IV substances require a prescription; 
however, the prescription can be filled or refilled for up to 6 months after the date of the 
prescription and refilled up to five times. 21 U.S.C. § 829(b). 
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Providers Face 
Challenges Mitigating the 
Effects of Shortages of 
Drugs Containing 
Controlled Substances 

FDA reports and provider organizations told us that shortages of drugs 
containing controlled substances burden providers, as the providers must 
spend time and resources addressing such shortages rather than 
providing care to patients. For example, some providers have had to add 
full-time staff to manage the effects of shortages and track down 
medications, according to provider organizations. Officials from a provider 
organization said that those who could not afford the cost of additional 
personnel may have had to divert staff from patient care. EMS 
organizations said that shortages can be particularly challenging for EMS 
organizations that typically have fewer staff or resources than large 
hospitals to dedicate to finding drugs that are in short supply. These 
reports corroborate research on the cost of all drug shortages; 
researchers at the University of Michigan, in collaboration with the 
American Society of Health-System Pharmacists, found that the labor 
costs for managing all drug shortages for U.S. hospitals is approximately 
$216 million annually. 52

In trying to mitigate the effects of shortages of drugs containing controlled 
substances, providers may face situations that pose safety and efficacy 
concerns, and create ethical dilemmas. For example, providers may opt 
to turn to expired medications. FDA states that expired medications can 
be less effective or pose risks due to a change in chemical composition or 
decrease in potency. In limited cases FDA has exercised enforcement 
discretion to enable use of expired drugs to alleviate the effect of a 
shortage. Some states allow the use of expired drugs and providers in 
those states often pay for expensive tests to assess an expired drug's 
stability and efficacy, according to provider organizations.53 Obtaining 
drugs containing controlled substances in short supply through 
compounding pharmacies is another avenue providers may take that can 
pose risks to patients and can cost significantly more than 
noncompounded drugs.54 Compounded drugs can raise safety and 

52R. Kaakeh, B.V. Sweet, C. Reilly, et al., "Impact of Drug Shortages on U.S. Health 
Systems," American Journal of Health-System Pharmacy, vol. 68, no. 19 (2011). This 
estimate is based on the number of shortages in 2010, when the number of shortages of 
all drugs was about half of what it was in 2013, according to data from UUDIS. 

53For instance, in July 2013, Pennsylvania's Bureau of Emergency Medical Services 
instituted a procedure to allow EMS providers to apply for an exemption that allows them 
to use certain drugs for 6 months beyond the drugs' expiration date. 

54Drug compounding is the process by which a pharmacist or doctor combines, mixes, or 
alters ingredients to create a drug tailored to the needs of an individual patient. 
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efficacy concerns because the pharmacies that produce such drugs may 
be exempt from some FDA requirements that apply to drug 
manufacturers.55 Provider organizations also said drugs containing 
controlled substances from compounding pharmacies are significantly 
more expensive than traditional suppliers and have a shorter shelf live, 
which can result in wasted product. 

EMS providers may face additional challenges during shortages of drugs 
containing controlled substances, compared to other providers. EMS 
organizations said that their providers typically obtain medications either 
through contracts with hospitals or directly from distributors. However, 
provider organizations said that during periods of short supply, it may be 
a low priority for hospitals to ensure that EMS providers receive drugs in 
shortage because hospitals will typically fill their own supply first. EMS 
organizations added that distributors are more likely to cater to hospitals 
and other, larger providers because EMS providers are comparatively 
small purchasers.56 Additionally, EMS organizations reported some 
confusion about whether the providers they represent can transfer 
medications to other affiliated EMS providers because of federal and 

55Drugs compounded by a licensed pharmacist in a state licensed pharmacy or federal 
facility, or by a licensed physician, and that meet the conditions of section 503A of the 
Federal Food, Drug, and Cosmetic Act, 21 U.S.C. § 353a, can qualify for exemptions from 
the FDA approval requirements, the requirement to label products with adequate 
directions for use, and the requirement to comply with current good manufacturing 
practice requirements. The exemptions in section 503A are only available if the licensed 
pharmacist or licensed physician obtains a valid prescription for an identified individual 
patient among other things. 

Although drug compounding is a traditional component of the practice of pharmacy, 
concerns have been raised by FDA and others that some pharmacies were going beyond 
traditional drug compounding for individual patients by producing large quantities of 
compounded drugs. The Drug Quality and Security Act created a new section 503B of the 
Federal Food, Drug, and Cosmetic Act, 21 U.S.C. § 353b, under which a compounder can 
register as an "outsourcing facility." Drugs compounded in an outsourcing facility by or 
under the direct supervision of a licensed pharmacist, and that meet the conditions in 
section 503B of the Federal Food, Drug, and Cosmetic Act, can qualify for exemptions 
from the FDA drug approval requirements and the requirement to label products with 
adequate directions for use. Such outsourcing facilities remain subject to current good 
manufacturing practice requirements. 

56The drug distributors we spoke with told us that during a shortage they generally use an 
allocation system in which customers receive a percentage of past orders, in order to 
ensure equitable distribution among their customers. However, one distributor said that 
customers who buy more drugs may receive a higher percentage of their order than other 
customers though all customers would be limited in the quantities that they receive. 
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state laws.57 In addition, the vast majority of EMS providers are governed 
by state or local clinical protocols and, in some cases, medication 
formularies designate the specific doses and concentrations of 
medications that are permitted for use.58 As a result, EMS providers in 
those states and localities are likely to continue to grapple with short 
supplies, unless state laws or regulations enable them to use different 
medications, doses, or concentrations than what is allowed under existing 
formularies or protocols. 

DEA Has Not 
Effectively 
Administered the 
Quota Process Due 
to Missed Time 
Frames and Weak 
Internal Controls 

DEA did not meet its required time frames for establishing quotas for 
classes of schedule II substances, and manufacturers report that the lack 
of timeliness has caused or exacerbated shortages of some of their drugs 
containing controlled substances. Additionally, our work shows that DEA's 
lack of internal controls, such as controls to ensure data reliability, 
performance measures, and monitoring of performance, may hinder the 
agency's ability to ensure an adequate and uninterrupted supply of 
controlled substances. 

57EMS providers must comply with federal laws when handling controlled substances, and 
may also have to comply with a variety of additional state and local requirements. EMS 
provider organizations reported confusion among EMS agencies about how to comply with 
federal requirements related to controlled substances. As a result, officials from the 
Federal Interagency Committee on EMS said they are working with DEA to clarify DEA 
regulations and guidance that apply to EMS agencies. 

58Most EMS providers are required to follow certain protocols that govern how they 
administer care and, in some cases, adhere to medication formularies, both of which can 
limit the medications used by these providers. State and local governments regulate the 
practice of EMS by licensing EMS providers and establishing standards of care, including 
what medications can be administered by EMS providers. According to the 2011 National 
EMS Assessment, prepared for the Federal Interagency Committee on Emergency 
Medical Services, 48 states have either state or locally developed patient care protocols 
for EMS providers (2 states did not provide information). Additionally, 25 states have 
medication lists or formularies for EMS professionals, according to this assessment. 
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DEA Did Not Meet 
Required Time Frames for 
Establishing Quotas for 
Schedule II Substances; 
Manufacturers Reported 
Quotas Caused or 
Exacerbated Shortages of 
Some of Their Products 

Our examination of DEA's Federal Register notices proposing and 
establishing APQs found that DEA has not met its required time frames 
for more than a decade. Specifically, DEA has not met the time frames 
provided in its regulations for proposing APQs for classes of schedule II 
substances and establishing annual bulk manufacturing and procurement 
quotas for individual manufacturers since at least 2001. 

• Proposing APQs: DEA did not propose APQs in the Federal Register 
on or before May 1st, as required by DEA's regulations, for any year 
from 2001 through 2014.69 On average, DEA proposed APQs about 
5 months after the May 1 deadline specified in its regulations. 
Additionally, though there is no requirement for when DEA must 
establish the APQ in the Federal Register, for 10 of the 14 years from 
2001 through 2014, DEA established APQs in the Federal Register in 
December of the application year, generally in the last two weeks of 
the year.6° For one year (2005), DEA established the APQs in the 
Federal Register in January of the production year. DEA does not 
inform manufacturers of their quota authorizations until after APQs 
have been established for the production year; therefore, the date the 
APQ is established affects when manufacturers receive their quotas. 

• Establishing annual bulk manufacturing and procurement quotas: 
According to our analysis of Federal Register notices, DEA did not 
meet the requirements specified in the agency's regulations for 
establishing bulk manufacturing and procurement quotas by July 1, for 
any year from 2001 through 2014.61 From our analysis of a random 
probability sample of YERS/QMS source documents, we estimate that 
DEA took an average of 182 days in 2011 and 178 in 2012 beyond 
July 1 to establish annual bulk manufacturing and procurement 

5921 C.F.R. § 1303.11. The CSA does not designate when DEA is to propose or establish 
APQs. 

6°We define "application year" as the year in which manufacturers apply for annual quota 
for the next calendar year. We define "production year" to be the year in which 
manufacturers can use their quota. 

6121 C.F.R. §§ 1303.12 and 1303.21. 
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quotas.62 In addition to not meeting the time frames in DEA's 
regulations, our analysis of Federal Register notices found that neither 
did DEA meet the CSA requirement for establishing bulk 
manufacturing quotas by October 1 from 2001 through 2013, though it 
did meet this deadline recently.63 For 2014 annual bulk manufacturing 
quotas, DEA established manufacturers' bulk manufacturing quotas in 
September 2013. 

Moreover, manufacturers have expressed concerns about DEA's 
timeliness in establishing quotas and have asserted that the amount of 
time it takes DEA to respond to their quota applications has contributed to 
shortages of some drugs containing controlled substances. We obtained 
FDA data on the manufacturer-reported causes of 40 shortages of drugs 
containing schedule II controlled substances from January 2010 through 
June 2013.64 These data show that 10 manufacturers reported to FDA 
that 7 of the 40 shortages of drugs containing schedule II substances 
during this time period were caused by problems related to quota.65 The 
remaining 33 shortages of drugs containing schedule II substances were 
caused by other factors, such as manufacturing delays, capacity issues, 
and product quality issues, according to information reported to FDA by 
manufacturers.66 After reviewing this information, we contacted 
representatives from all of these companies. Many told us that DEA's lack 

62All percentage estimates from the sample of source documents have margins of error at 
the 95 percent confidence level of plus or minus 10 percentage points or less, unless 
otherwise noted. All numerical estimates other than percentages have margins of error of 
plus or minus 10 percent or less of the value of those numerical estimates, unless 
otherwise noted. Our sample of YERS/QMS source documents includes the entire 
population of applications submitted by manufacturers that reported shortages caused by 
quota to FDA and a probability sample of all other applications within each year (2011 and 
2012). 

6321 U.S.C. § 826(c). 

64The FDA data reflect information reported by manufacturers to FDA that is subsequently 
analyzed and categorized by the agency. 

65These 7 shortages were of drugs that included the substance classes of amphetamine, 
methylphenidate, or oxycodone, and began in either 2010 or 2011. According to FDA's 
data, there were several instances of shortages of drugs containing each of these 
substances between January 2010 and June 2013 and some, but not all, were reportedly 
caused by quotas. 

66We previously reported that these are the same factors that cause shortages of drugs 
generally. See GAO-14-194 for more information on the reasons for shortages of all 
drugs. 
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of timeliness in establishing manufacturers' quotas has caused or 
exacerbated shortages of their products containing schedule II 
substances. In particular, the representatives said that DEA's timing of 
establishing annual bulk manufacturing and procurement quotas, which 
has generally been in late December of the application year, after it 
establishes the APQ, does not provide manufacturers with enough time to 
plan for production and order the raw material or API needed to start 
manufacturing their products at the beginning of the production year in 
January. Representatives from dosage form manufacturers report that 
these late decisions leave manufacturers operating solely with what is left 
in their inventory for the first few months of the production year, which 
may be limited because manufacturers operate in a lean manufacturing 
environment where they carry as little inventory as possible. 

Additionally, manufacturer representatives said that DEA's lack of 
timeliness in responding to supplemental quota applications submitted 
during the production year has also caused or exacerbated shortages of 
their products. Based on our analysis of a probability sample of 
YERS/QMS source documents, we estimate that it took DEA an average 
of 58 days to respond to supplemental quota applications in 2011 and 
2012. Within the source documents we reviewed, DEA's fastest response 
to a supplemental application was 7 days and its longest response took 
about 5 months. While there are no required time frames for DEA to 
respond to supplemental applications in the CSA or DEA's regulations, 
as of July 2012, FDASIA has required DEA to respond to manufacturers' 
quota requests that relate to shortages caused by quotas within 
30 days.67 Although this 30-day time frame was not yet a requirement 
in 2011 and much of 2012, it is worth noting that it often took longer for 
DEA to respond, suggesting this requirement could pose a challenge 
during a future shortage. We estimate that DEA responded within 30 days 
to 21 percent of supplemental applications in 2011 and 2012. 
Furthermore, we found that DEA took 10 days longer, on average, to 
respond to supplemental quota applications submitted by manufacturers 
that reported shortages caused by quota to FDA in 2011, the year in 
which these shortages began, than other supplemental applications (see 
table 3). In 2012, however, we found no statistical difference between the 
estimated amount of time DEA took to respond to both groups of 
supplemental applications. 

67Pub. L. No. 112-144, § 1005, 126 Stat. at 1105 (codified at 21 U.S.C. § 826(h)). 
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Table 3: The Drug Enforcement Administration's (DEA) Estimated Response Times 
for Supplemental Applications in Year-End Reporting and Quota Management 
System (YERS/QMS) Source Documents, 2011 and 2012 

YERS/QMS source 
documents 

2011 

Applications submitted by 
manufacturers who reported 

shortages caused by quota (Y/N) 
Average number 

of days 

Y 73 

N 63a

2012 Y 51 

N 54b

Both years Y 59 

N 58c

Source: GAO analysis of YERS/QMS source documents. I GA0-15-202 

Notes: This table reflects our review of a stratified probability sample of 440 source documents from 
YERS/QMS. This sample included all of the 146 records in 2011 and 2012 that are associated with 
drug shortages manufacturers reported to the Food and Drug Administration (FDA) were caused by 
quotas. We consider YERS/QMS records to be associated with these shortages if the record contains 
a quota application that was (a) submitted by a manufacturer who reported quota caused a shortage 
of their product to FDA; (b) for a substance that was used in the products reportedly in shortage 
because of quota; and (c) was submitted during the time of the reported shortage caused by quota. 
Manufacturers may or may not have reported to DEA that their quota application was related to a 
shortage. We also analyzed a random sample of 294 records stratified by year that were not 
associated with any drug shortages reportedly caused by quotas-180 and 114 records from 2011 
and 2012, respectively. 

aThe margin of error at the 95 percent confidence level for supplemental applications submitted 
by manufacturers who did not report shortages caused by quota in 2011 is plus or minus 
10.9 percent. 

bThe margin of error at the 95 percent confidence level for supplemental applications submitted 
by manufacturers who did not report shortages caused by quota in 2012 is plus or minus 
13.7 percent. 

`The margin of error at the 95 percent confidence level for supplemental applications submitted by 
manufacturers who did not report shortages caused by quota in 2011 and 2012 combined is plus or 
minus 8.8 percent. 

DEA officials acknowledged that the agency has not met the time frames 
for proposing and establishing quotas, as required by the agency's 
regulations. DEA officials cited inadequate staffing of the Quota Unit as 
the reason why DEA has not met its requirements for proposing APQs 
and establishing manufacturers' bulk manufacturing and procurement 
quotas for schedule II substances. In particular, DEA officials noted that 
the agency's workload with respect to quotas has increased substantially 
and that drug manufacturing has become more complex since the CSA 
was enacted and DEA's regulations were established in the 1970s. For 
example, DEA officials said that when the CSA was enacted and DEA's 
regulations were initially established, dozens of companies applied for 
quota each year, whereas now hundreds of companies apply for quota. 
Additionally, DEA reports that manufacturers submit substantially more 
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applications to DEA than they have in the past. In 2012, for example, 
DEA received over 3,000 quota applications, and officials said that each 
application necessitates its own evaluation and analysis for each 
substance as it relates to the application. In addition to an increasing 
workload, DEA officials said that the agency has faced hiring challenges. 
In particular, it has been unable to hire additional qualified scientists for 
the Quota Unit because DEA has not found candidates with the right skills 
who are also able to pass the background checks required for 
employment. They also said that offers to qualified candidates have been 
declined. DEA officials noted that as of October 2014, the agency was still 
in the process of trying to hire two additional scientific staff for the Quota 
Unit, which would increase the staffing level to 12 (8 quota scientists and 
4 administrative staff). 

DEA officials added that the quality and timeliness of manufacturers' 
quota applications affects DEA's ability to meet its required time frames 
for proposing APQs and establishing manufacturers' quotas. For 
example, DEA estimates that the agency follows up with manufacturers 
on about half of the quota applications to get clarification on the 
information provided or to obtain additional information. DEA officials said 
that manufacturers also continue to revise their annual applications as 
manufacturing conditions change throughout the year, such as when 
manufacturers gain or lose business or encounter a manufacturing 
problem that destroys part of their inventory of controlled substances and 
they seek to replace what was lost.68 From our analysis of a probability 
sample of YERS/QMS source documents, we estimate that although 
80 percent of annual applications in 2011 and 65 percent of annual 
applications in 2012 were submitted in the first two quarters of the 
application year, another 19 percent of annual applications in 2011 and 
22 percent of annual applications in 2012 were submitted in the fourth 
quarter of the application year. This may represent the first annual 
application submitted by a manufacturer for the production year or 
subsequent revisions because YERS/QMS contains both the first annual 
application submitted and subsequent revisions. DEA officials said that 
they do not consider manufacturers to be noncompliant with their time 
frames when they submit annual quota applications after the deadlines. 
They said they recognize that it is important for manufacturers to submit 

68DEA,s regulations authorize manufacturers to apply for revisions to their quotas at any 
point. 21 C.F.R. §§ 1303.12(d) and 1303.25(a). 
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revisions as conditions change, to ensure they receive appropriate 
amounts of quota. Our review of a sample of YERS/QMS source 
documents shows that manufacturers often submit annual bulk 
manufacturing and procurement quota applications throughout the year. 
Despite this, DEA officials said that they expect the agency will be 
compliant with its CSA time frames in the future. DEA officials said that 
moving to an electronic data system for the quota process—
YERS/QMS—has helped the agency to be more compliant with its time 
frames, as well as the reorganization of staff into a separate Quota Unit in 
2011.69 They noted that the agency has already made progress in 
meeting its CSA-required time frames for establishing annual bulk 
manufacturing quotas in 2014. 

Although DEA acknowledges it has generally not adhered to the quota 
setting time frames required by the CSA and the agency's regulations in 
the last 14 years, agency officials do not agree that quotas can cause 
shortages of drugs containing schedule II substances. In particular, 
according to DEA, shortages cannot be related to quotas established by 
the agency because DEA authorizes quotas at the basic class level for a 
substance—such as amphetamine or morphine. DEA cannot authorize 
quota for specific drug products containing those substances, as this is 
precluded by the CSA. DEA officials said the agency has no control over 
what specific drug products manufacturers actually produce with the 
quota authorized. For example, if DEA authorized 10,000 grams of 
morphine to a manufacturer, the manufacturer—and not DEA—then 
decides how to authorize the quota amongst its various products that 
contain different formulations, dosage forms, and concentrations. 

We cannot confirm whether DEA's lack of timeliness in establishing 
annual and supplemental quotas has caused or exacerbated shortages. 
However, by not responding to annual applications in accordance with the 
time frames required by its regulations or the CSA and by not acting 
promptly on supplemental applications, DEA may hinder manufacturers' 
ability to manufacture drugs that contain schedule II controlled 
substances that may help prevent or resolve a shortage. 

69DEA officials report that this change is provisional as it is pending finalization. 
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DEA's Weak Internal 
Controls Jeopardize Its 
Ability to Effectively 
Manage the Quota 
Process and Ensure an 
Adequate Supply of 
Controlled Substances for 
Legitimate Medical Use 

DEA does not have sufficient internal controls to effectively oversee and 
manage the quota process and therefore may not be able to appropriately 
respond to quota applications related to shortages when they arise. In 
particular, DEA does not have adequate controls to ensure the reliability 
of the YERS/QMS system that it uses to track manufacturers' quota 
applications and record its quota decisions. DEA officials told us there are 
no systematic quality checks to ensure that the data in YERS/QMS are 
accurate, such as electronic checks for data outliers or manual 
comparisons of YERS/QMS data to source documents (i.e., 
manufacturers' quota applications and corresponding DEA decision 
letters) to identify inconsistent information. Instead, DEA officials said that 
when manufacturers submit their quota applications electronically, 
YERS/QMS automatically checks to ensure that the manufacturer 
applying for quota has a valid DEA registration. Additionally, DEA officials 
said they added an electronic prompt to YERS/QMS that asks 
manufacturers to reexamine and confirm quota requests that are for 
smaller amounts than they have already received for the production year. 
Officials told us that the Quota Unit also reviews the information 
submitted by manufacturers and will contact them when information 
entered looks inconsistent or out of the ordinary. DEA also reports that 
managers verify that the information entered into YERS/QMS by the 
Quota Unit is accurate. Though DEA takes some steps to ensure the 
accuracy of its YERS/QMS data, the agency has not systematically 
checked to make sure that its efforts are sufficient or having the intended 
effect. Lacking systematic data checks is inconsistent with federal 
standards for internal control, which calls for agencies to have appropriate 
control activities in place, such as periodic data checks, to ensure that the 
data used by the agency for decision making are accurate.7° Without 
controls in place to ensure the accuracy of YERS/QMS data, DEA cannot 
provide reasonable assurance that it has correct information in its official 
record of the dates and amounts of its quota decisions beyond the 
individual electronic and hard copies of decision letters it keeps for 
retention purposes. Further, inaccuracies in YERS/QMS data will also 
affect the accuracy of future quota applications submitted by 
manufacturers, as YERS/QMS automatically populates information on 
quotas previously authorized by DEA from the prior 2 years into a new 
quota application. 

70GAO/A1 M D-00-21 .3.1 . 
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In our review of YERS/QMS data from 2011 and 2012, we found a large 
number of errors in 2011 and a significant reduction in the number of 
errors in 2012. Based on our analysis of a probability sample of 
YERS/QMS data, we estimate that 44 percent of the records in 2011 and 
10 percent of the records in 2012, each of which corresponds to one 
quota application and DEA decision letter, contained at least one data 
field with incorrect data, such as incorrect dates or amounts of quota 
requested or authorized.71 In particular, we estimate that errors in the 
quota application fields declined substantially in 2012, with, for example, 
errors in the total amount of quota requested field dropping from 
13 percent of records in 2011 to 3 percent of records in 2012. See table 4 
for the specific fields in which we found errors in our review for years 
2011 and 2012. 

71This difference is significant with a margin of error at the 95 percent confidence level of 
plus or minus 10 percentage points. 
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Table 4: Estimated Percent of Errors in the Drug Enforcement Administration's 
(DEA) Year-End Reporting and Quota Management System (YERS/QMS) 

Estimated percent of records with errorsa

Data fields 2011 2012 

Quota application 

Application year 0% 0% 

Company name 1% 0% 

Substance name 0% 1% 

Quota type 1% 0% 

Date submitted 23% 1% 

Total amount of quota 13% 3% 

Decision letter 

Application year 0% 0% 

Company name 1% 0% 

Substance name 1% 0% 

Quota type 1% 0% 

Date mailed 9% 3% 

Total amount of quota 5% 2% 

Total 44%b 10%b 
Source: GAO analysis of YERS/OMS data and source documents obtained from DEA, I GA0-15-202 

Notes: This table reflects our review of a stratified random sample of 440 source records from 
YERS/QMS. The sample included all of the 146 records in 2011 and 2012 that are associated with 
drug shortages manufacturers reported to the Food and Drug Administration (FDA) were caused by 
quotas. We consider YERS/QMS records to be associated with these shortages if the record contains 
a quota application that was (a) submitted by a manufacturer who reported quota caused a shortage 
of their product to FDA; (b) for a substance that was used in the products reportedly in shortage 
because of quota; and (c) was submitted during the time of the reported shortage caused by quota. 
Manufacturers may or may not have reported to DEA that their quota application was related to a 
shortage. We also analyzed a random sample of 294 records stratified by year that were not 
associated with any drug shortages reportedly caused by quotas-180 and 114 records from 2011 
and 2012, respectively. 

'All percentage estimates have margins of error at the 95 percent confidence level of plus or minus 
10 percentage points or less. 

bRows may not sum to total because some records have errors in more than one data field. 
Therefore, such records are counted towards the total number of errors for multiple data fields but 
count only once for the total number of records with any error. 

DEA officials said 2011 was a transitional year for YERS/QMS as 
manufacturers first started submitting quota applications electronically, 
and they expected the information for 2012 and beyond to be more 
accurate. DEA officials noted that they consider the information submitted 
to YERS/QMS by manufacturers to belong to the manufacturers and 
therefore DEA officials do not correct this information, even when they 
learn that it is not accurate. Instead, DEA officials said that they ask 
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manufacturers to submit a revised application and they mark the original 
application as withdrawn, as well as make a note in YERS/QMS that the 
application will be corrected by manufacturers. Nonetheless, we removed 
applications marked as withdrawn from our analysis and we still found 
errors in the YERS/QMS data for manufacturers' quota applications, as 
well as in the data for DEA's quota decisions. As YERS/QMS data is the 
official record of how much quota is requested by manufacturers and 
authorized by DEA, maintaining accurate records is important for the 
management of the quota setting process. 

DEA also does not have agency-wide performance measures related to 
establishing quotas or ensuring an adequate and uninterrupted supply of 
controlled substances to assess how well the program is carrying out its 
responsibilities.' Federal internal control standards state that 
performance measures are an important management tool and that such 
measures provide critical information to managers about agency 
performance and program outcomes.73 Such performance information 
can demonstrate progress toward goals and help program managers 
determine how to allocate resources among competing priorities. DEA 
officials said that performance measures related to establishing quotas or 
ensuring an adequate and uninterrupted supply of controlled substances 
would be inappropriate because of the complexity of individual quota 
applications and the difficulty of projecting the number of quota 
applications for future years. Nonetheless, performance measures related 
to quotas—such as the percentage of applications that require follow-up 
by DEA because of missing documentation—are a critical internal control, 
without which DEA cannot determine if its process for establishing quotas 
is having the desired outcome of ensuring an adequate and uninterrupted 

72DEA does have agency-wide performance measures to assess its performance of 
reducing the diversion of licit drugs, such as the number of scheduled investigations 
completed each year. We have previously reported on these measures and recommended 
that DEA reassess its set of performance measures for the Diversion Control Program to 
identify ways to enhance the measures' link to the outcome of reducing diversion. See 
GAO, Prescription Drug Control: DEA Has Enhanced Efforts to Combat Diversion, but 
Could Better Assess and Report Program Results, GA0-11-744 (Washington, D.C.: 
Aug. 26, 2011). 

73Standards for Internal Control for the Federal Government state that the establishment 
and review of performance measures and indicators is a control activity and that 
monitoring internal controls allows agencies to assess the quality of performance over 
time. See GAO/AIMD-00-21.3.1, 14, 20. We have also reported on the importance of 
establishing performance measures that demonstrate how well a program is achieving its 
goals. See GAO/GGD-96-118. 
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supply of controlled substances for legitimate medical use. In the absence 
of such performance measures, DEA is missing important information for 
program managers to use when making decisions about program 
resources and the agency cannot effectively demonstrate program 
results. 

In addition, DEA officials told us that they do not monitor or analyze 
available data from YERS/QMS to assess its administration of the quota 
process, which federal standards for internal control state is an important 
component of managing a program.' DEA officials said that the agency 
does not monitor or analyze these data and that they do not use 
YERS/QMS to produce aggregate information on timeliness or other 
performance metrics and the agency has no plans to do so as of October 
2014. Absent such analysis, DEA is unable to evaluate its responses to 
manufacturers' quota applications or to understand the nature of its 
workload. For example, whereas DEA previously withheld some of the 
amphetamine APQ to authorize later in the year, officials told us that the 
agency initially granted more of the amphetamine APQ in 2012 to 
manufacturers than it had previously, to see if manufacturers would still 
claim that there was a shortage of their products. However, DEA officials 
said they did not monitor the effect of this decision, which they said was 
unprecedented, and they were therefore unsure if it had an effect on 
shortages or the agency's workload. Officials were unable to say if this 
change resulted in manufacturers submitting fewer supplemental 
applications for amphetamine that year. Additionally, DEA officials cited 
manufacturers' incomplete applications and frequent revisions as 
affecting the agency's ability to meet its required time frames. However 
without monitoring or analyzing data to identify how frequently 
manufacturers submit incomplete and revised applications, DEA lacks 
information to assess the effect on the agency's workload. This lack of 
monitoring also prevents DEA from determining whether a few 
manufacturers are repeatedly submitting incomplete applications or if 
there is a larger, systemic issue to address. DEA therefore cannot identify 
appropriate means to help prevent such issues in the future, such as 
through in-depth training or guidance. 

74Standards for Internal Control for the Federal Government state that managers need to 
compare actual performance to planned or expected results throughout the organization 
and analyze significant differences. See GAO/AIMD-00-21.3.1, 13. 
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Finally, DEA officials told us that the agency does not have protocols, 
policies, or other documentation to manage how the agency processes 
quota applications and establishes APQs and annual and supplemental 
quotas for individual manufacturers.75 Instead, DEA officials told us that 
the agency exclusively relies on its regulations and the CSA to serve as 
guidance on how to conduct these activities. According to federal internal 
control standards, agencies should have written documentation, such as 
detailed policies, procedures, and practices, to fit their agency's 
operations and to ensure that they are built into, and an integral part of, 
operations. The absence of written guidance may also pose a risk to the 
consistency of DEA's future operations in the event of staff turnover, 
changes in administration, or any other disruption that could lead to a loss 
of institutional knowledge.76

The need for detailed policies, procedures, and practices is particularly 
important because the activities conducted by Quota Unit staff are very 
complex, requiring staff to weigh data from at least five different sources 
and to make recommendations about how to authorize the APQ among 
various manufacturers. Having additional guidance for these activities is 
key to help ensure that staff in the Quota Unit process applications 
consistently and that they are adhering to DEA's regulations and the CSA 
when setting quotas. For instance, Quota Unit staff analyze and reconcile 
data from multiple sources in order to recommend quotas that meet 
estimated legitimate medical need. One such data source is ARCOS, 
DEA's system for tracking the distribution of controlled substances, which 
DEA uses in determining how much quota to authorize. Officials told us 
that there are many instances in which ARCOS data are unreliable and 
therefore it may contradict information from other sources used by quota 
scientists, such as the sales information manufacturers provide in their 

75Standards for Internal Control for the Federal Government state that all internal controls, 
transactions, and other significant events need to be clearly documented, and the 
documentation should be readily available for examination. The documentation should 
appear in management directives, administrative policies, or operating manuals and may 
be in paper or electronic form. See GAO/AIMD-00-21.3.1, 15. 

76We have previously reported on the risk to the management and operational continuity 
at agencies due to a lack of written policies and procedures. See, for example, GAO, 
Social Security Disability: Management Controls Needed to Strengthen Demonstration 
Projects, GAO-08-1053 (Washington, D.C.: Sept. 26, 2008). 
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quota applications.' Although quota scientists may be faced with 
contradictory information, it is left to the discretion of the Quota Unit staff 
to determine how to reconcile conflicting data sources, as there are no 
written policies or guidance and this level of detail is not included in 
DEA's regulations or the CSA. Moreover, DEA officials told us that the 
reliability of different data sources can vary based on the substance and 
the quota applicant. They noted that in some cases, manufacturer-
reported sales data may not be as reliable as data on the number of retail 
prescriptions dispensed, whereas for a different substance or quota 
applicant, the reverse may be true. Nonetheless, despite the need to 
consider data sources differently relative to the substance class or quota 
applicant, there is nothing in the CSA or DEA's regulations about how to 
do this and DEA has no additional guidance on the matter. 

Additionally, when asked how they train new staff if there is no written 
guidance about the quota process, DEA officials said that they train new 
Quota Unit staff about the CSA and DEA's regulations through on-the-job 
training and using presentations created for industry. There are no 
specific documents developed for the exclusive purposes of training new 
staff. DEA officials said that the presentations for industry give new Quota 
Unit staff an overview of the quota process and that everything else must 
come from on-the-job training, as each function within the Quota Unit is 
unique and each quota application is different from the next. DEA officials 
told us that they ensure consistency in their decision-making by having 
the Deputy Assistant Administrator of the Office of Diversion Control 
review and authorize every quota decision that is made. However, given 
the volume of quota applications that DEA processes each year—over 
3,000 in 2012—it is unreasonable to expect that the Quota Unit staff can 
make consistent decisions with no written guidance. Similarly it is not 
reasonable to assume that one senior manager can devote sufficient time 
to review these many staff decisions and ensure that quotas are set in 
accordance with DEA's regulations and the CSA. Further, the lack of 
written guidance poses a risk to the continuity of the agency's operations 
should personnel leave or be reassigned. 

"In the course of our work, DEA officials told us that ARCOS data were unreliable unless 
verified by DEA officials against source documents located at registrants' place of 
business. 
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DEA and FDA Have 
Not Established a 
Sufficiently 
Collaborative 
Relationship, Which 
Could Hinder Their 
Abilities to Effectively 
Coordinate and 
Address Future 
Shortages 

FDASIA contains provisions that require DEA and FDA to coordinate their 
activities where additional quota may be needed to address a shortage of 
a drug containing controlled substances, though no such opportunity has 
occurred since the law's enactment in 2012. In addition, FDASIA requires 
each agency to report to Congress annually describing the coordination 
between the two agencies on efforts to prevent or alleviate shortages. 
Although both agencies report that their working relationship has 
improved in recent years—namely by establishing a point of contact at 
DEA who is responsible for coordinating with FDA's DSS—the agencies' 
use of essential collaborative practices to enhance their abilities to 
successfully coordinate to resolve or mitigate shortages has been 
limited.78 We have previously identified key practices that agencies need 
for enhanced and sustained collaboration, including defining and 
articulating a common outcome and establishing compatible policies, 
procedures, and other means to operate across agency boundaries.79
Running throughout these practices are a number of factors, such as 
trust, that are important elements for a collaborative working relationship. 

One barrier to effective coordination between the two agencies is that 
DEA and FDA have not defined and articulated a common outcome 
related to shortages of drugs containing controlled substances. FDASIA 
gives FDA the authority to create and maintain a list of drug shortages.8° 
However, the two agencies sometimes disagree about whether a 
shortage exists. This is a fundamental concern because FDASIA also 
contains provisions that require the two agencies to work together to 
address shortages of drugs subject to quotas. According to DEA, FDA 
has posted shortages on its website when, from DEA's perspective, there 
is no shortage. DEA often views drugs containing the same substance 
class as viable substitutes for one another, even when the drugs are 
different strengths or formulations. Officials told us that there is no 
shortage, from DEA's perspective, as long as there is quota available to 

78Collaboration can be broadly defined as any joint activity that is intended to produce 
more public value than could be produced when the organizations act alone, including 
coordination. 

79See GAO-06-15. 

80Pub. L. No. 112-144, § 1004, 126 Stat. at 1104-05 (codified at 21 U.S.C. § 356e) 
(directing the Secretary of Health and Human Services to "maintain an up-to-date list of 
drugs that are determined by the Secretary to be in shortages in the United States" among 
other things). 
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manufacture a given controlled substance, regardless of which 
manufacturers are producing the product and which strengths or 
formulations are available. For instance, DEA would not consider there 
to be a shortage of 1 milliliter vials of hydromorphone in the 
10 milligram/milliliter concentration if the 5 milliliter vials were still 
available. Separately, FDA evaluates potential substitutes on a case by 
case basis to determine whether drugs are clinically interchangeable in 
order to assess if there is enough supply of a drug to meet demand. To 
determine clinical interchangeability, FDA states that it relies upon clinical 
expertise from within the agency, as well as consultation with outside 
medical professional associations. For example, for ADHD drugs, both 
the immediate release and extended release formulations are needed 
and are not substitutes for each other. According to FDA, some patients 
are well maintained on the extended release formulation alone, some 
patients require the immediate release formulation at certain points in the 
day to treat their specific symptoms, and some patients require both the 
extended release formulation as well as the immediate release 
formulation at specific times of the day to control their symptoms. FDA 
may or may not consider drugs of different strengths or formulations to be 
substitutes for one another and FDA's determination about whether drugs 
are clinically interchangeable has not always aligned with DEA's 
perspective, leading DEA to assert that some of the shortages listed on 
FDA's website are not actual shortages. By not reaching an agreement 
about what constitutes a drug shortage, the agencies are lacking a key 
practice of effective coordination and it is unclear if they will be able to 
work together to respond to shortages of drugs containing controlled 
substances caused by quotas. 

The agencies' collaboration is further impaired by a lack of trust on the 
part of DEA regarding the shortages listed on FDA's drug shortage 
website. DEA officials told us that they do not believe FDA appropriately 
validates or investigates the shortages it lists on its website, which they 
believe encourages abuse by manufacturers and distributors. Specifically, 
DEA officials said that they are concerned that manufacturers may falsely 
report shortages to FDA when they do not receive the amount of quota 
they requested, rather than because there are actual supply disruptions. 
As DEA does not consider FDA to have independently confirmed the 
existence of a shortage, DEA officials said that it considers FDA's website 
to be an incentive for manufacturers to file self-serving and misleading 
reports. As a result, despite the fact that DEA officials told us they monitor 
FDA's website, they still consider it to be neither useful nor accurate for 
DEA's purposes. When we spoke to FDA about its drug shortage website, 
officials told us that the agency takes multiple steps to verify the existence 
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of a shortage before placing it on its website, including confirming the 
supply disruption with the manufacturer of the product, checking with 
manufacturers of related products to confirm that they cannot cover the 
decrease in supply, and analyzing market sales data to compare current 
supply with historical demand.81

Another barrier to effective collaboration is the lack of compatible policies, 
procedures, and other means to operate across agency boundaries, 
including mutually agreed upon time frames for DEA to respond if FDA 
notifies DEA of a shortage caused by quota. Although FDA established 
policies and procedures in September 2014 for requesting a quota 
adjustment from DEA if it determines that it is necessary to address a 
shortage, DEA officials said that the agency has not and does not plan to 
establish formal policies or procedures to coordinate the agency's 
response with FDA.82 Such actions are not consistent with key practices 
for effective collaboration. It is important to note that while FDASIA directs 
DEA to respond within 30 days to manufacturers that request additional 
quota pertaining to a drug in shortage that is on FDA's drug shortage list, 
the law does not specify how quickly DEA must respond to a request from 
FDA to address a shortage of a life-sustaining drug and the agencies do 
not have an agreement in place regarding this matter. A time frame for 
DEA to respond to an FDA request is particularly important, given that 
FDA has determined that there is a shortage of a life-sustaining drug that 
an increase in quota is necessary to address, and DEA may not 
necessarily agree with FDA's determination of a shortage. Federal 
standards for internal control also state that communicating information 
within a specified time frame that enables entities to carry out their 
responsibilities is an important control activity.' DEA officials told us that 
the notifications it received from FDA prior to FDASIA were not useful. 
These notifications included copies of manufacturers' quota applications 
and FDA's assessment that the application was, or could be, related to a 
shortage. DEA maintained that, because FDA was not providing it with 
any new information, FDA's notifications were not helpful. Further, DEA 

81For more information on the steps that FDA takes to verify the existence of a drug 
shortage see GAO-14-194. 

82See FDA, Manual of Policies and Procedures, Drug Shortage Management, MAPP 
4190.1 Rev. 2 (Sept. 3, 2014). 

83See GAO/AIMD-00-21.3.1, 18. 
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officials said that the applications may or may not be related to a shortage 
from DEA's perspective. 

Finally, both agencies stated that they are subject to restrictions on 
exchanging the proprietary information they receive from drug 
manufacturers. Both agencies agree that sharing such information with 
one another would be helpful in preventing and mitigating shortages of 
drugs containing controlled substances. For example, DEA officials said 
that it would be helpful to be informed in advance of FDA's decisions 
about upcoming drug approvals that may help alleviate a shortage. 
According to DEA, this could provide it with early notification about the 
need to quickly verify information provided by manufacturers in quota 
applications for drugs that appear to be nearing FDA approval. DEA 
officials added that such information sharing would make it easier for the 
two agencies to communicate about drug shortages and quotas in a 
meaningful way. 

Although DEA and FDA have long had memorandums of understanding 
(MOU) in place, these documents do not address the topic of drug 
shortages. The agencies have been working for more than 2 years on 
developing a new MOU, which would replace the original documents that 
were executed in the 1970s. As of January 20, 2015, the new MOU had 
not been finalized and the two agencies report that they are continuing to 
work towards outlining mutually agreeable terms. Officials from both 
agencies explained that they expect the new MOU would establish the 
terms for sharing and safeguarding the proprietary information that they 
are currently prohibited from exchanging and that may ultimately allow the 
agencies to work together more effectively to address shortages. 
However, DEA officials said that they do not expect the new MOU to 
specify what types of information may be shared, including information 
related to a shortage of a drug containing controlled substances or the 
time frames for sharing such information. FDA officials indicated that once 
the new MOU is in place the two agencies will still need to take additional 
steps before they can begin to share information, such as developing a 
work plan for sharing information related to shortages of drugs containing 
controlled substances. As the agencies will need to take additional steps 
before they can begin exchanging information related to shortages after 
the MOU is in place, it is uncertain whether FDA and DEA will be able to 
expeditiously address shortages of drugs containing controlled 
substances, should one occur in the near future. 
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Conclusions Prescription drugs containing controlled substances are routinely used in 
inpatient, outpatient, and emergency settings. DEA is responsible for 
preventing, detecting, and investigating the diversion of these 
substances, while nonetheless ensuring an adequate and uninterrupted 
supply for legitimate needs. Because DEA maintains a closed system of 
distribution that limits the availability of certain substance classes by 
establishing aggregate production, bulk manufacturing, and procurement 
quotas, the agency's management of the quota process is of critical 
importance to public health. 

Our work shows that DEA is not well prepared to expeditiously respond to 
future shortages. DEA has not met its required time frames for 
establishing quotas for more than a decade. DEA also lacks sufficient 
internal controls to ensure the reliability of the data it uses to establish 
quotas, which we found led to errors in its data system. Moreover, DEA 
does not monitor the data it collects and has no established performance 
measures related to either setting quotas in a timely manner or ensuring 
an adequate and uninterrupted supply of controlled substances for 
legitimate medical use. Its lack of written policies and procedures for a 
complex process poses a risk to the continuity of its future operations. 

Because FDA also plays a vital role in preventing, mitigating, and 
resolving drug shortages, its collaboration with DEA is key to responding 
to shortages. FDA adopted the definition of a drug shortage that is 
specified in FDASIA and was assigned authority to maintain the list of 
drugs in shortage. Moreover, FDASIA directs the two agencies to work 
together to coordinate certain activities related to shortages. However, 
DEA and FDA are not able to effectively collaborate due to fundamental 
disagreement over whether any given shortage exists. DEA has made it 
clear it does not trust FDA's information, as it does not consider many of 
the shortages that FDA verifies to be legitimate. In addition, DEA has not 
developed any formal policies or procedures to coordinate its response to 
a shortage with FDA. The two agencies have been operating under an 
MOU that has been unchanged for about 40 years and that does not 
address the topic of drug shortages. Although it is under revision, this 
process began over 2 years ago and remains incomplete. Despite 
FDASIA's provisions directing the two agencies to coordinate and report 
on their responses to drug shortages, it is not clear that the new MOU will 
facilitate this. Given that the agencies have indicated that they will still 
need to take additional steps before they can begin exchanging 
information after the MOU is in place, they may not be able to provide a 
quick response should a shortage occur in the near future. 
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While we cannot establish a causal relationship between shortages of 
drugs containing controlled substances and DEA's management of the 
quota setting process, the shortcomings we have identified prevent DEA 
from having reasonable assurance that it is prepared to help ensure an 
adequate and uninterrupted supply of these drugs for legitimate medical 
need, and to avert or address future shortages. This approach to the 
management of an important process is untenable and poses a risk to 
public health. 

Recommendations for 
Executive Action 

To ensure that DEA is best positioned to administer the quota process to 
ensure an adequate and uninterrupted supply of controlled substances for 
legitimate medical use and respond to shortages of drugs containing 
controlled substances, we recommend that the Administrator of DEA take 
the following five actions: 

• establish controls, including periodic data checks, to ensure that the 
YERS/QMS data accurately reflect both manufacturers' quota 
submissions and DEA's decisions; 

• establish performance measures for DEA related to quotas and 
ensuring an adequate and uninterrupted supply of controlled 
substances for legitimate medical use; 

• monitor and analyze YERS/QMS data to assess DEA's administration 
of the quota process; 

• establish internal policies for processing quota applications and 
setting aggregate, annual, and supplemental quotas to ensure that 
staff conduct these activities consistently and in accordance with the 
CSA and agency's regulations; and 

• expeditiously establish formal policies and procedures to facilitate 
coordination with FDA as directed by FDASIA, including a specific 
time frame in which DEA will be expected to respond to FDA requests 
to expedite shortage-related quota applications. 

To strengthen DEA's and FDA's ability to respond to shortages of drugs 
containing controlled substances, we recommend that the Administrator 
of DEA and the Commissioner of FDA take the following two actions: 

• promptly update the MOU between the two agencies, and 

• either in the MOU or in a separate agreement, specifically outline 
what information the agencies will share, and time frames for sharing 
such information, in response to a potential or existing drug shortage. 
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Agency Comments 
and Our Evaluation 

We provided a draft of this report for comment to HHS and DOJ. In 
addition, we provided excerpts of this report to UUDIS. We received 
written comments from HHS and DEA, which are reproduced in full in 
appendix IV and V, respectively. Both agencies also provided technical 
comments, which we incorporated as appropriate. UUDIS did not have 
any comments. 

HHS agreed with the two recommendations applicable to FDA. 
Specifically, it agreed with our recommendation that it promptly update its 
MOU with DEA. It also agreed with our recommendation that it and DEA 
should specifically outline what information they will share and the time 
frames for doing so, in response to a potential or existing drug shortage. 
HHS also stated that FDA is actively working to finalize the new MOU 
with DEA. 

DEA did not explicitly agree or disagree with the seven recommendations 
we made to it, but commented on each. In some instances, its comments 
indicate that it is either supportive of strengthening its management of the 
quota process and improving coordination with FDA, or that it has already 
taken steps consistent with our recommendations. In one instance, it did 
not respond directly to our recommendation. DEA also raised multiple 
objections to our work and described what it characterized as flaws and 
weaknesses in our draft report. In particular, DEA stated concerns with 
(1) our understanding of quotas, (2) definition of a shortage, (3) the title of 
our draft report, (4) our methods of conducting investigation and data 
analysis, and (5) our conclusions. 

Understanding of quotas. DEA stated that we fail to understand that it 
does not have the authority to issue quotas for individual dosage forms 
and that it cannot require a manufacturer to manufacture or distribute its 
products, whether API or final dosage form. This report reflects these 
facts, specifically stating that "DEA does not have the authority to issue 
quotas for specific products or to require manufacturers to use their quota 
for specific products." DEA concluded that because the agency does not 
have this authority, its quota decisions have no effect on the availability of 
individual dosage forms containing substances that are subject to quotas. 
We disagree with this conclusion because manufacturers must receive 
authorization from DEA to obtain controlled substances subject to quotas, 
and so the amounts of quota authorized by DEA and the timing of its 
decisions directly affect when manufacturers are able to obtain the 
substances necessary to manufacture their products. We understand that 
manufacturers are ultimately responsible for what they manufacture with 
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the quota authorized by DEA, but their decisions are made within the 
confines of the quota granted by DEA. 

Definition of a shortage. DEA stated that our draft report is misleading 
because we fail to account for the fact that the definition of a "shortage" 
means different things to different entities. DEA suggested that our 
approach is flawed because we focus on individual drug products rather 
than the basic class of controlled substances. We do so because this is 
the level that affects patients and providers. Thus, we used data from 
UUDIS and FDA, both of which track shortages of individual drug 
products. UUDIS is regarded as the most comprehensive and reliable 
source of drug shortage information between January 2001 through June 
2013 and FDA has been mandated by statute to identify and monitor drug 
shortages. Drugs within the same substance class are not necessarily 
clinically interchangeable, according to FDA and UUDIS. For example, as 
we describe in this report, there can be significant implications for patients 
who have to switch from an extended-release formulation to an 
immediate-release formulation of the same drug and patients who have 
trouble swallowing may not be able to use a tablet formulation if an 
injection is in short supply. 

Additionally, DEA criticized our use of FDA's revised definition of a drug 
shortage, which FDA adopted in September 2014. DEA stated that this 
definition, which FDA adopted to be consistent with FDAISA, is "materially 
different" from the definition FDA used from 2006 through 2012. DEA 
implied that, by doing so, our analysis was flawed in that we 
inappropriately applied the new definition to our analysis of YERS/QMS 
records from 2011 and 2012—a period predating FDA's revised definition. 
We disagree. Our analysis of certain YERS/QMS records was premised 
on particular shortages of drugs containing controlled substances that 
occurred between January 2010 and June 2013. We collected data from 
FDA beginning in October 2012 to specifically identify the manufacturer-
reported causes of shortages of drugs containing controlled substances. 
We completed our collection of FDA's data in August 2013. We could not 
have applied FDA's revised definition of a drug shortage to our efforts as, 
at that time, the revised definition was not yet adopted by FDA. We 
requested the YERS/QMS source documents, including the entire 
population of records in 2011 and 2012 that were associated with drug 
shortages manufacturers reported to FDA that were caused by quotas, in 
June 2014. Therefore, FDA's revised definition had no bearing on our 
YERS/QMS analysis. However, we include and discuss FDA's revised 
definition in this report as it is relevant to FDA's and DEA's 
implementation of FDASIA provisions that require coordination between 
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both agencies in response to certain drug shortages. It is also important 
to note that, although DEA asserts that FDA's revised definition is 
"materially different" than its prior one, as we note in this report, FDA 
does not consider the revised definition to be substantively different nor 
does it alter how FDA works to resolve drug shortages. 

With respect to DEA's and FDA's different views on when a shortage 
exists, our report explicitly recognized that DEA and FDA are not able to 
effectively collaborate due to this fundamental disagreement. In fact, this 
was the basis for our recommendation that DEA and FDA take steps to 
improve the coordination required of them under FDASIA. 

Title of our draft report. DEA stated that the title of our draft report was 
inconsistent with the our findings: (1) that a causal relationship could not 
be established between shortages of drugs containing controlled 
substances and DEA's lack of timeliness in establishing annual and 
supplemental quotas and (2) that we could not prove that DEA's 
collaboration with FDA would hinder their collective abilities to effectively 
coordinate regarding future shortages. We disagree with DEA's 
conclusion that the quota process and its collaboration with FDA play no 
role in, and cannot cause or exacerbate, drug shortages. As this report 
shows, DEA does not use effective approaches for managing the quota 
process or collaborating with FDA. We continue to believe that DEA 
should improve its administration of the quota process and enhance 
coordination with FDA to be in a position to fulfill its statutory 
responsibilities. Nevertheless, we modified the title of this report to 
emphasize the need for process and collaboration improvements, rather 
than the link between drug shortages and the process and collaboration 
shortcomings. 

Method of conducting investigation and data analysis. DEA stated 
that our methodology was flawed because we did not attempt to 
independently determine whether there were shortages of drugs subject 
to quotas and whether quotas actually caused such shortages. In its 
comments, DEA stated that two of its data systems—ARCOS and 
YERS/QMS—would have provided us with such information. This stance 
contradicts information that DEA consistently provided throughout the 
course of our work, and we disagree with DEA's position for several 
reasons. 

• First, we sought to obtain ARCOS and YERS/QMS data from DEA 
early in our review and were met with strong opposition from agency 
officials. We requested ARCOS data in order to track the drugs that 
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manufacturers reported to be in shortage to examine their movement 
through the supply chain before, during, and after the reported 
shortage and YERS/QMS data to analyze DEA's timeliness and 
responsiveness in authorizing quota. DEA officials said that ARCOS is 
used to monitor the diversion of drugs and it is not used nor intended 
to be used to identify shortages of specific drugs. DEA officials also 
told us that there is too much complexity in the supply chain to 
perform a meaningful analysis and that it would be inappropriate to 
use ARCOS data for our purpose. DEA officials also insisted that 
supplying us with ARCOS data would be burdensome and an 
inefficient use of their agency's resources. Similarly, DEA officials 
objected to providing us with the YERS/QMS data we requested. As 
DEA stated in its comments, negotiations to obtain these data were 
"protracted and contentious." Our audit was ultimately delayed for 
over a year as we attempted to obtain these ARCOS and YERS/QMS 
data. However, following the intervention of senior DOJ management 
officials, DEA eventually provided the requested information from both 
ARCOS and YERS/QMS. 

• Second, although DEA indicated in its comments that ARCOS and 
YERS/QMS data could have provided us with a "full view" of the 
distribution of schedule II controlled substances throughout the supply 
chain, this is inconsistent with information the agency provided 
throughout the course of our work and what we ultimately found 
through our analyses. DEA officials repeatedly informed us that, apart 
from their concerns with providing us with the ARCOS data, they 
objected to our planned analysis because of significant and inherent 
inaccuracies in the data. Agency officials explained that, because the 
ARCOS data are self-reported by registrants, the data contain many 
errors, particularly in the quantity field that records the number of 
packages, weight, or volume being reported in each transaction. DEA 
officials told us that they consider these data to be so unreliable they 
only use data from ARCOS as a preliminary tool when beginning 
diversion investigations, and that they must ultimately verify the data 
against source documents available at the registrants' business 
locations. DEA advised us that ARCOS data were unreliable; 
however, to maintain our independence, it was necessary for us to 
obtain a sample of data to complete our own assessment. 

Once we obtained the requested data from both ARCOS and 
YERS/QMS, we conducted a preliminary analysis on each data set. 
We identified significant data reliability issues with both sets of data 
and determined that both ARCOS and YERS/QMS were unreliable for 
our purposes. Specifically, regarding ARCOS, our analysis of the data 
sample identified drastically different numbers of transactions and 
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amounts reported as transferred between manufacturers and 
distributors for any given quarter between 2010 through 2012. Both 
manufacturers and distributors are required to report the number of 
transactions of these substances and the amounts transferred to 
ARCOS, so we would therefore expect that the number of 
transactions and amounts reported as transferred between both 
groups to be similar. DEA officials could not provide explanations for 
these inconsistencies. In addition, it was not possible for us to use 
source documents to verify all of the transactions in our sample 
because it was beyond the two year retention requirement for 
registrants' original documentation for many of the transactions. 
Because our tests on the sample we obtained showed the ARCOS 
data to be unreliable for our purposes, there was no point in further 
analyzing ARCOS data or in requesting additional data. 

Our assessment of YERS/QMS also determined that these data were 
not reliable for our purposes. However, we were able to analyze a 
sample of YERS/QMS data by taking certain methodological steps. 
Specifically, to correct for the errors that we found in the data, we 
analyzed the information contained in the source documents for our 
sample of YERS/QMS records for certain fields. Overall this sample 
represented about 15 percent of the total YERS/QMS records that we 
obtained from DEA in 2011 and 2012.84 We found a significant 
number of errors in the data from 2011 (44 percent overall) and less in 
the data from 2012 (10 percent overall). Although we had correct 
information from the source documents, we determined that it was not 
appropriate for us to use all of the fields contained in those documents 
because we continued to identify inconsistencies, including in the 
source documents themselves. For instance, within the source 
documents associated with a particular supplemental application—a 
manufacturer's supplemental quota application and DEA's decision 
letter—the manufacturer may have requested the additional amount of 
quota it was seeking (e.g., an additional 500 grams in addition to 500 
grams it previously received), but DEA's corresponding decision letter 
authorized the total amount of quota for that year (e.g., 1,000 grams). 
Therefore, it would appear that DEA authorized 200 percent of the 
quota requested in this case, according to the source documents, 
when in fact it authorized 100 percent of the request. Due to these 

84According to DEA officials, YERS/QMS data prior to 2011 were not available and our 
data request was made before 2013 was complete. 
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inconsistencies, we did not pursue analyzing the amount of quota that 
DEA authorized for manufacturers in 2011 and 2012. DEA states in its 
comments that we should have analyzed the amounts of quota 
authorized by DEA for the substance classes that had drugs in 
shortage in 2011 and 2012 to verify the manufacturers' claims that 
quotas caused or exacerbated shortages. However, the data reliability 
concerns we identified within the quota amount fields, particularly for 
2011 data when 6 of the 7 quota related shortages began, prevented 
the feasibility of a meaningful analysis. 

In addition to criticizing our methodology for not fully utilizing data from 
YERS/QMS and ARCOS to independently establish causation between a 
specific shortage and the quotas DEA established for a basic class of 
schedule II controlled substance, DEA stated that our draft report was 
misleading because of our extensive description of the nature and 
magnitude of drug shortages of all controlled substances and their 
consequences. We do so because the scope of this report is not limited to 
drugs containing controlled substances that are subject to quota, but 
includes other prescription drugs containing controlled substances. It is 
important to note that we identify specific examples of shortages of 
schedule II drugs that are subject to quota—such as morphine, fentanyl 
(anesthesia), amphetamine and methylphenidate (ADHD drugs)—and the 
impact of these shortages on patients and providers in this report. As we 
note in this report, quota was not reported to be the primary cause of all 
shortages of drugs that contain schedule II substances. Indeed, not all 
drugs containing controlled substances are subject to quota. Other 
primary causes included manufacturing delays, capacity issues, and 
product quality issues, which are the same factors that cause shortages 
of drugs generally. However, because the availability of quota could be a 
factor in shortages of those drugs that do contain controlled substances 
subject to quota, we considered it both necessary and relevant to include 
such information. We therefore provide FDA data on the manufacturer-
reported causes of shortages of their products containing schedule II 
substances, including quota. 

Lastly, we believe that DEA may have misconstrued the intent of our 
study. DEA implies that our purpose was to evaluate whether it 
authorized adequate amounts of quota and whether manufacturers 
provided adequate justification for their quota requests. However, our 
purpose was to examine the trends and characteristics of drug shortages 
of controlled substance and their affect on patients and providers, as well 
as assess DEA's administration of the quota process, including its internal 
controls and compliance with required time frames. The purpose of our 
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study was not to determine whether DEA's decisions were correct or 
manufacturers' justifications were sufficient. In using ARCOS and 
YERS/QMS data, we sought to obtain information about where certain 
controlled substances were in the supply chain before, during, and after a 
shortage and DEA's timeliness and responsiveness in responding to 
manufacturers' quota applications. Data reliability concerns with both data 
sets prevented us from fully accomplishing such analyses. 

Our conclusions. DEA stated that our conclusions unfairly link the quota 
process to diminished patient care by describing the trends of shortages 
of drugs containing controlled substances and then evaluating DEA's 
administration of the quota process that only applies to a subset of those 
substances. These are two separate issues. This report does not say, nor 
do we believe, that quotas are the sole cause of shortages of drugs 
containing schedule II substances. However, we disagree with DEA's 
contention that the actions it takes in setting quotas at the class level 
would have no bearing on the drug products that are made with those 
substances. The shortcomings that we identified in DEA's administration 
of the quota process prevent it from having reasonable assurance that it 
is providing for an adequate and uninterrupted supply of these drugs for 
legitimate medical need, and calls into question DEA's ability to avert or 
address future shortages of medically necessary products. We agree that 
there are many factors that affect and ultimately cause drug shortages 
and include these in this report. However, simply because not all drugs 
that have been in shortage are subject to quotas does not mean that 
quotas cannot cause, contribute to, or exacerbate shortages of drugs 
containing schedule II substances. 

DEA also questioned our conclusion that by not acting promptly to 
respond to supplemental quota applications, it may hinder manufacturers' 
ability to produce schedule II drugs that may help prevent or resolve a 
shortage. DEA said this is not possible because manufacturers' business 
decisions are involved. We recognize that manufacturers must apply for 
quota, and then use it to manufacture and ultimately distribute the 
appropriate drugs for there to be any impact on drug shortages. However, 
DEA's actions also play a part when quota is involved. DEA's lack of 
timeliness in responding to manufacturers' supplemental quota 
applications—taking nearly 60 days on average—for both shortage and 
non-shortage related applications is problematic and not in the interest of 
public health. We continue to believe DEA should implement our 
recommendations to ensure that it is positioned to comply with the 
statutorily mandated time frame of responding to applicable requests 
within 30 days. 
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DEA's response to our recommendations. Regarding our first 
recommendation that DEA establish controls to ensure that the 
YERS/QMS data accurately reflect both manufacturers' quota 
submissions and DEA's decisions, DEA described existing flags and 
reviews in place to ensure the information that is entered by 
manufacturers and DEA staff is accurate. While we understand that DEA 
takes some steps to help ensure the accuracy of YERS/QMS data, it 
does not perform sufficient checks to ensure the accuracy of the 
information. For example, DEA does not compare a sample of 
YERS/QMS data to the source documents (manufacturer's application 
and DEA decision letter) to identify if its existing checks are adequate. 
Although the accuracy of the data improved from 2011 to 2012, we 
nonetheless found a 10 percent error rate in the 2012 data. In particular, 
some of the fields with the highest rates of error in the 2012 data were in 
the fields for the amount of quota requested or authorized, which have 
implications for the availability of controlled substances subject to quota. 
We continue to believe that taking additional steps to reduce this error 
rate, as we recommended, is important. 

Regarding our second recommendation to establish performance 
measures related to quotas, DEA said it recognizes the value in 
establishing performance measures for personnel who review quota 
applications. While we agree that it can be useful to develop performance 
measures for personnel, our recommendation is intended to be more 
expansive than that and should include performance measures at the 
program or agency level. For example, as we note in this report, DEA 
could set goals and then measure the number of manufacturers who 
submit incomplete or revised quota applications, both factors that DEA 
cited as affecting its ability to meet its required time frames. DEA could 
also establish goals and track the percentage of annual applications that 
DEA responds to in accordance with its required time frames. It is 
important that DEA set such measures to assess its performance in 
achieving its mission of ensuring an adequate and uninterrupted supply of 
controlled substances as it does for its diversion-related mission. 

For our third recommendation about monitoring and analyzing 
YERS/QMS data, DEA said it agrees that such actions are important to 
ensuring proper administration of the quota process. DEA also provided 
examples of how the agency uses YERS/QMS data in setting APQs and 
bulk manufacturing and procurement quotas. However, the agency did 
not commit to using the data to monitor its administration of the quota 
process or its performance. Such information could be of vital importance 
to determine the feasibility of potential performance measures, as we 
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recommended, or to evaluate DEA's efforts in meeting its performance 
measures once developed, such as the extent to which DEA is meeting 
its required time frames for responding to annual quota applications. 

In response to our fourth recommendation that DEA establish internal 
policies for processing quota applications, DEA stated that it has already 
established such policies and procedures. However, the agency did not 
provide documentation of such policies and procedures despite repeated 
requests. To the contrary, DEA officials told us that the agency relies 
exclusively on its regulations and the CSA in establishing APQs and 
manufacturers' quotas. As we state in this report, this is inconsistent with 
federal standards for internal control, and we believe that policies are still 
needed because of the complexity of the work involved in setting quotas. 

In response to our fifth recommendation that DEA expeditiously establish 
formal policies and procedures to facilitate coordination with FDA as 
directed by FDASIA, DEA stated that it will follow the requirements of 
FDASIA to respond to FDA's requests within 30 days. However, FDASIA 
does not specify a time frame in which DEA must respond to FDA's 
requests to increase quota; this 30-day time frame is only applicable to 
requests that DEA receives from manufacturers. Furthermore, DEA has 
not historically met its required time frames for establishing quotas from 
either the CSA or its regulations. Therefore, we believe that policies and 
procedures are needed to establish such a time frame and specify how 
DEA will respond to such a request from FDA. We understand that DEA 
has received no such request from FDA since the enactment of FDASIA; 
however, we believe that it is imprudent to wait for a shortage that has 
serious implications for public health before determining how to proceed. 

Regarding our sixth recommendation that DEA promptly update the MOU 
with FDA, DEA stated that it had begun negotiating the terms of the new 
information sharing agreement when this review began in 2012, which we 
note in this report. DEA said that the final version of this MOU has been 
routed for signature within the agency as of December 2014. 

Lastly, in response to our seventh recommendation that, either in the 
MOU or in a separate agreement, DEA and FDA specifically outline what 
information the agencies will share and the time frames for sharing such 
information in response to a potential or existing drug shortage, DEA 
noted that it has already engaged in discussions with FDA to determine 
the specific procedures for sharing drug shortage related information 
pursuant to FDASIA. We believe that reaching a specific agreement on 
information sharing will be beneficial to both agencies. 
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As agreed with your offices, unless you publicly announce the contents of 
this report earlier, we plan no further distribution until 30 days from the 
report date. At that time, we will send copies of this report to the 
Secretary of the Department of Health and Human Services and the 
Attorney General, and other interested parties. In addition, the report will 
be available at no charge on GAO's website at http://www.gao.gov. 

If you or your staff have any questions about this report, please contact 
me at (202) 512-7114 or at crossem@gao.gov. Contact points for our 
Office of Congressional Relations and Office of Public Affairs can be 
found on the last page of this report. Other major contributors to this 
report are listed in appendix VI. 

Marcia Crosse 
Director, Health Care 
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Appendix I: List of Provider and Patient 
Organizations Interviewed 

Provider 
Organizations 

1. American Academy of Child and Adolescent Psychiatry 

2. American Academy of Pediatrics 

3. American College of Emergency Physicians 

4. American Hospital Association 

5. American Psychiatric Association 

6. American Society of Anesthesiologists 

7. American Society of Health-System Pharmacists 

8. Association of Critical Care Transport 

9. Institute for Safe Medication Practices 

10. International Association of Fire Chiefs 

11. National Association of Boards of Pharmacy 

12. National Association of Emergency Medical Technicians 

13. National Association of State EMS Officials 

14. National Community Pharmacists Association 

Patient Organizations 1. Children and Adults with Attention Deficit/Hyperactivity Disorder 

2. National Alliance on Mental Illness 

Page 59 GAO-15-202 Drug Shortages 

Page 1432 Vol. 1



Appendix II: Classes of Schedule II 
Controlled Substances with Medical Use 

The Drug Enforcement Administration (DEA) establishes quotas on the 
quantity of schedule II substance classes that may be produced in the 
United States in any given calendar year.' We consider classes of 
schedule II controlled substances with medical use to be those 
substances that are contained in Food and Drug Administration (FDA) 
approved products currently marketed for human use, and are not 
considered precursors, reference standards, or metabolites, as reported 
by DEA.2 Those substance classes include the following: 

Alfentanil Hydromorphone Opium 

Amobarbital Levorphanol Oxycodone 

Amphetamine Lisdexamfetamine Oxymorphone 

Cocaine Meperidine Pentobarbital 

Codeine Methadone Remifentanil 

Dihydrocodeine Methamphetamine Secobarbital 

Diphenoxylate Methylphenidate Sufentanil 

Fentanyl Morphine Tapentadol 

Hydrocodone Nabilone 

'DEA also establishes quotas for schedule I substances, but we did not include them in 
our report because such substance classes have no currently accepted medical use in 
treatment in the United States. 

2A precursor is a chemical that is transformed into another compound as in the course of 
a chemical reaction. For example, the controlled substance noroxymorphone is a 
precursor used to manufacture opiates. A metabolite is a substance produced during 
metabolism or a result of metabolism. For example, the substance ecgonine is a 
metabolite of cocaine as it is generated in the extraction of cocaine from coca leaf. 
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Appendix III: Scope and Methodology —
Analysis of the Year-End Reporting and 
Quota Management System Data 

As part of our work examining the Drug Enforcement Administration's 
(DEA) quota process, we analyzed data from DEA's Year-End Reporting 
and Quota Management System (YERS/QMS) for certain controlled 
substances with medical use to assess the reliability of the system and 
DEA's timeliness in responding to manufacturers' quota applications. This 
appendix provides further detail on our methods for determining the 
reliability of the data and analyzing the data. 

To determine the reliability of data from DEA's YERS/QMS, DEA provided 
data from the system for 2011 and 2012, the most recent years for which 
data were available when we began our analysis. We discussed these 
data with the officials responsible for maintaining YERS/QMS and 
examined the data for obvious errors and values outside of expected 
ranges. We removed applications that were marked as "withdrawn," as 
DEA does not authorize quota for these applications.' We also removed 
applications that appeared to be duplicates, which we identified by 
searching for applications that had the same registrant, drug, date 
submitted, and quota type (e.g., bulk manufacturing or procurement). We 
searched for applications that had the word "duplicate" in the notes field 
of YERS/QMS as well, which DEA uses to record additional information 
about quota applications. Additionally, we removed applications that were 
not for schedule II substance classes with medical use.2

We then selected a sample of 442 records, from the total of 2,982 
records, from YERS/QMS to verify against source documents, each of 
which includes a manufacturer's quota application for a particular 
substance and the corresponding DEA decision letter informing the 
manufacturer of its quota authorization (see table 5). This sample 
included the entire population of records in 2011 and 2012 that are 
associated with drug shortages manufacturers reported to the Food 
and Drug Administration (FDA) were caused by quotas, of which there 
were 146. We consider YERS/QMS records to be associated with 
these shortages if the record contains a quota application that was 
(a) submitted by a manufacturer who reported to FDA that quota caused 
a shortage of its product; (b) for a substance that was used in the 

'DEA told us that manufacturers often withdraw an application if it has an error or if a 
manufacturer loses a contract and no longer needs quota for a particular substance. 

2See appendix II for the list of schedule II substances that we consider to have medical 
use. 
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Appendix III: Scope and Methodology —
Analysis of the Year-End Reporting and Quota 
Management System Data 

products reportedly in shortage because of quota; and (c) was submitted 
during the time of the reported shortage caused by quota. For instance, if 
a manufacturer reported a shortage of a drug containing a controlled 
substance to FDA beginning in 2011 and ending in 2012, and said that 
the shortage was caused by quota issues, we considered all applications 
from that manufacturer for that controlled substance in 2011 and 2012 to 
be related to a shortage reportedly caused by a quota issue. We also 
selected a random sample of 296 records stratified by year-182 and 
114 records from 2011 and 2012, respectively. We included more records 
from 2011 because we believed those records would be harder for DEA 
to locate, as DEA told us that there were a larger percentage of hard-copy 
applications, as opposed to electronic applications, in 2011 than 2012. 
Because we followed a probability procedure based on random 
selections, our sample is only one of a large number of samples that we 
might have drawn. Since each sample could have provided different 
estimates, we express our confidence in the precision of our particular 
sample's results as a relative margin of error based on a 95 percent 
confidence interval (e.g., plus or minus 10 percentage points). This is the 
interval that would be expected to contain the actual population value for 
95 percent of the samples we could have drawn. 

Table 5: Records Sampled from the Drug Enforcement Administration's Year-End Reporting and Quota Management System 
(YERS/QMS) for Schedule II Substances with Medical Use 

Number of records 
in population 

Number of records 
in sample 

Records associated with shortages reportedly due to quota (2011 and 2012) 146 146 

Records not associated with shortages reportedly due to quota (2011) 1,419 182 

Records not associated with shortages reportedly due to quota (2012) 1,417 114 

Total 2,982 442 

Source: GAO analysis of YERS/OMS data. I GAO-15-202 

From our sample of 442 YERS/QMS records for which we requested 
source documents from DEA, we analyzed source documents for 440 
records. DEA officials said that they could not locate documents for one 
record and another record was found to be ineligible based on our review. 
Noncertainty sample sizes were inflated to account for an expected 
location rate of 50 percent for 2011 and 80 for 2012, to assure enough 
located files would be available for analysis. Because DEA told us that 
some paper applications had been put into storage due to office 
renovations and were difficult to retrieve, we assumed we would not be 
able to locate the full sample of records. DEA officials told us that there 
were more paper records—as opposed to electronic records—submitted 
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in 2011 than 2012. Based on that information, we assumed a lower 
location rate in 2011 than 2012. In order to estimate population quantities, 
we analyzed our sample data using survey analysis software that 
accounts for our stratified random selection design and uses analysis 
weights in order to make the results of our sample representative of all 
YERS/QMS applications for schedule II substances with medical use in 
2011 and 2012. 

In order to confirm that we were comparing the source documents to the 
correct record in YERS/QMS, we matched the documents based on the 
manufacturer and substance, and at least one of the following fields: date 
application was submitted; total amount requested; date decision letter 
was mailed; and total amount authorized.3 Using this methodology, we 
were able to match 440 records in our sample. To verify the accuracy of 
the YERS/QMS data for these 440 records, we compared the data in 
YERS/QMS against the information in DEA's source documents (quota 
applications and decision letters). We used the following fields in the 
quota application to validate or correct the data in YERS/QMS: quota 
year, company name, substance name, quota type (e.g., bulk 
manufacturing or procurement), the date submitted, and total amount 
requested. We used the following fields in the decision letters provided by 
DEA to validate or correct the data in YERS/QMS: quota year, company 
name, substance name, quota type (e.g., bulk manufacturing or 
procurement), date mailed, and total amount authorized. We calculated 
the number of fields with errors (e.g., number of errors in the date 
submitted field) and the number of records with errors (i.e., a record with 
an error in any field). We also weighted the results of our error 
calculations in order to make the results representative of all YERS/QMS 
records in 2011 and 2012. Based on our review of these source 
documents, we determined that the YERS/QMS data we obtained from 
DEA were unreliable for our purposes. 

Because of the reliability concerns with the YERS/QMS data, we used the 
information contained in the 440 YERS/QMS source documents for our 
analysis of DEA's timeliness in responding to manufacturers' quota 
applications and when manufacturers submitted annual quota 
applications. In order to separate annual applications and supplemental 

3DEA matched source documents to the corresponding YERS/QMS records for 8 of the 
440 records for which they provided source documents. 
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applications, which have different requirements for timeliness, we 
considered annual applications to be applications submitted in the year 
prior to when the quota would be used (e.g., an application submitted in 
May 2010 for 2011 quota). Applications submitted in the same year as 
when the quota would be used were considered supplemental. For 
annual applications, we analyzed DEA's compliance with the required 
deadlines in the Controlled Substances Act and DEA's regulations, 
including how often DEA met the deadlines for our sample of records and 
how many days passed when it did not meet the deadlines.' We also 
analyzed when manufacturers submitted their annual quota applications. 
For supplemental applications, we analyzed the amount of time that it 
took DEA to respond to supplemental applications in our sample. We 
used a two-tailed t-test to determine whether there was a statistical 
difference in the amount of time DEA took to respond to supplemental 
applications submitted by manufacturers that reported shortages due to 
quota compared to all other supplemental applications. For our analysis 
of these 440 YERS/QMS source documents, we express our confidence 
in the precision of our particular sample's results the same way in which 
we did for our analysis of the errors in the YERS/QMS data, as we 
described above. 

4See 21 U.S.C. § 826(c); 21 C.F.R. §§ 1303.12 and 1303.21. 
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DEPARTMENT OF HEALTH & HUMAN SERVICES OFFICE OF THE SECRETARY 

Assistant Secretary for Legislation 
Washington, DC 20201 

DEC 2 9 2014 

Marcia Crosse 
Director, Health Care 
U.S. Government Accountability Office 
441 G Street NW 
Washington, DC 20548 

Dear Ms. Crosse: 

Attached are comments on the U.S. Government Accountability Office's (GAO) report entitled, 
"Controlled Substances: Better Management of the Quota Process and Enhanced Coordination 
between DEA and FDA Needed to Address Drug Shortages" (GAO-15-202). 

The Department appreciates the opportunity to review this report prior to publication. 

Sincerely, 

(.2 

Attachment 

Jim R. Esquea 
Assistant Secretary for Legislation 
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GENERAL COMMENTS OF THE DEPARTMENT OF HEALTH AND HUMAN 
SERVICES (HHS) ON THE GOVERNMENT ACCOUNTABILITY OFFICE'S DRAFT 
REPORT ENTITLED: CONTROLLED SUBSTANCES: BETTER MANAGEMENT OF 
THE OUOTA PROCESS AND ENHANCED COORDINATION BETWEEN DEA AND FDA 
NEEDED TO ADDRESS DRUG SHORTAGES (GAO-15-202) 

The U.S. Department of Health and Human Services (HHS) appreciates the opportunity to 
review and comment on this draft report. 

GAO Recommendation 
To strengthen the Drug Enforcement Administration's (DEA) and the U.S. Food and Drug 
Administration's (FDA) ability to respond to shortages of drugs containing controlled 
substances, we recommend that the Administrator of DEA and the Commissioner of FDA 
promptly update the memorandum of understanding (MOU) between the two agencies and either 
in the MOU or in a separate agreement, specifically outline what information the agencies will 
share, and timeframes for sharing such information, in response to a potential or existing drug 
shortage. 

HHS Response 
HHS concurs with this recommendation and is actively working to finalize the new MOU with 
the DEA. 
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U. S. Department of Justice 
Drug Enforcement Administration 

www.dea.gov 

DEC 2 9 2014 

Marcia Crosse 
Director, Health Care 
U.S. Government Accountability Office 
441 G Street NW 
Washington, DC 20548 

Dear Ms. Crosse: 

The Drug Enforcement Administration (DEA) provides the following comments to the 
Government Accountability Office (GAO) report entitled "Controlled Substances: Better 
Management of the Quota Process and Enhanced Coordination between DEA and FDA Needed to 
Address Drug Shortages" (GAO-15-202). 

It is important to note that the titled conclusion of the report is inconsistent with the GAO 
finding that it cannot establish either a "causal relationship between shortages of drugs containing 
controlled substances and DEA's management of the quota setting process" (Draft, p. 45) or that 
DEA coordination with the U.S. Food and Drug Administration (FDA) adversely affected the 
availability of drug products containing controlled substances. t

Introduction 

The DEA agrees that prescription drug abuse is a nationwide epidemic and more must be done to 
prevent, detect, and deter the diversion of pharmaceutical controlled substances that supply drug 
addiction and abuse. The DEA role in this effort is as the primary agency responsible for 
coordinating the drug law enforcement activities of the United States. The Diversion Control 
Program (DCP) is a strategic component of the DEA's law enforcement mission. The DEA Office 
of Diversion Control administers the DCP and implements and enforces Titles II and III of the 
Comprehensive Drug Abuse Prevention and Control Act of 1970, as amended. 21 U.S.C. 801-971. 
Titles II and III are referred to as the "Controlled Substances Act" and the "Controlled Substances 
Import and Export Act," respectively, but are collectively referred to as the "Controlled Substances 
Act" or the "CSA." The CSA and its implementing regulations are designed to prevent, detect, and 
deter the diversion of controlled substances and listed chemicals into the illicit market while 

See Draft. p. 34 (stating GAO "cannot confirm whether DEA's lack of timeliness in establishing annual and 
supplemental quotas has caused or exacerbated shortages"); p. 40 (stating "DEA and FDA have not established a 
sufficiently collaborative relationship. which could hinder their abilities to effectively coordinate future shonages") 
(emphasis added). 
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establishing the total quantity of each basic class2 of controlled substance in schedules I and II and 
for ephedrine, pseudoephedrine, and phenylpropanolamine to be manufactured each year to provide 
for the estimated medical, scientific, research, and industrial needs of the United States, for lawful 
export requirements, and for the establishment and maintenance of reserve stocks. This is a delicate 
balance. 

One way that DEA provides for the estimated medical, scientific, research, and industrial needs 
of the United States is to establish an aggregate, nationwide quota for each basic class of schedule I 
and II controlled substance (referred to as the Aggregate Production Quota, or "APQ") and to 
authorize individual quotas (referred to as manufacturing quota and procurement quota). It is 
important to understand that DEA authorizes quota only at the manufacturer level for those entities 
that manufacture active pharmaceutical ingredients (API), those entities that manufacture substances 
into dosage forms, and those entities that repackage or re-label drug products that contain schedule I 
or II controlled substances. Once the aggregate quota is established and a particular manufacturer is 

2 "Basic class" means, as to controlled substances listed in Schedules I and II: 
(I) Each of the opiates, including its isomers, esters, ethers, salts, and salts of isomers, esters, and ethers whenever the 
existence of such isomers. esters, ethers, and salts is possible within the specific chemical designation, listed in 
§1308.11(b) of this chapter; 
(2) Each of the opium derivatives, including its salts, isomers, and salts of isomers whenever the existence of such salts, 
isomers, and salts of isomers is possible within the specific chemical designation, listed in *1308.11(e) of this chapter; 
(3) Each of the hallucinogenic substances, including its salts, isomers, and salts of isomers whenever the existence of 
such salts, isomers, and salts of isomers is possible within the specific chemical designation, listed in §1308.11(d) of this 
chapter; 
(4) Each of the following substances, whether produced directly or indirectly by extraction from substances of vegetable 
origin, or independently by means of chemical synthesis. or by a combination of extraction and chemical synthesis: 
(i) Opium, including raw opium, opium extracts, opium fluid extracts, powdered opium, granulated opium, deodorized 
opium and tincture of opium; 
(ii) Apomorphine; 
(iii) Codeine; 
(iv) Etorphine hydrochloride; 
(v) Ethylmorphine; 
(vi) Hydrocodone; 
(vii) Hydromorphone; 
(viii) Metopon; 
(ix) Morphine: 
(x) Oxycodone; 
(xi) Oxymorphone; 
(xii) Thebaine: 
(xiii) Mixed alkaloids of opium listed in *I308.12(b)(2) of this chapter; 
(xiv) Cocaine; and 
(xv) Ecgonine: 
(5) Each of the opiates, including its isomers, esters, ethers, salts, and salts of isomers, esters, and ethers whenever the 
existence of such isomers, esters, ethers, and salts is possible within the specific chemical designation, listed in 
§1308.12(c) of this chapter; and 
(6) Methamphetamine, its salts, isomers, and salts of its isomers; 
(7) Amphetamine, its salts, optical isomers, and salts of its optical isomers; 
(8) Phenmetrazine and its salts; 
(9) Methylphenidate; 
(10) Each of the substances having a depressant effect on the central nervous system, including its salts, isomers, and 
salts of isomers whenever the existence of such salts, isomers, and salts of isomers is possible within the specific 
chemical designation, listed in *1308.12(e) of this chapter. 21 C.F.R. .* 1300.01(b). 
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authorized to manufacture a specific amount of a basic class of controlled substance DEA cannot 
require the manufacturer to manufacture API or a specific drug Product, or distribute that substance 
down through the supply chain. Furthermore, a bulk manufacturer may extract or synthesize API in 
an authorized calendar year, and hold it in inventory until any subsequent calendar year. Of equal 
importance, the CSA Prohibits DEA from establishing quotas in terms of individual pharmaceutical 
dosage forms prepared from or containing such a controlled substance. 21 U.S.C. § 826(a). These 
limitations are critical to understanding the effect that quota can have on the availability of a specific 
drug product at the retail level or at the emergency medical service (EMS) provider level. The 
failure to appreciate these limitations is the fatal flaw in the GAO report. 

Another fundamental weakness in the GAO report is the failure to account for the fact that 
"shortage" means different things to different entities, and without accounting for this distinction, 
the GAO report is misleading with respect to the effect that the DEA quota process can have on 
patient care. To identify trends in shortages of drugs containing controlled substances, GAO 
analyzed University of Utah Drug Information Service (UUDIS) data. UUDIS broadly defines a 
"shortage" as a supply issue that affects how pharmacies prepare and dispense a product or that 
influences patient care when prescribers must choose an alternative therapy because of a supply 
issue. A UUDIS "critical shortage" occurs when alternative medications are unavailable, the 
shortages affect multiple manufacturers, or the shortages are widely reported. In addition, UUD1S 
information is based on national drug codes (NDCs) rather than the basic class of controlled 
substance contained within a specific drug product. NDCs are identifiers that are unique to a 
particular manufacturer, drug product, dosage form, dosage strength, and package size. 
Accordingly, a single basic class of controlled substance will be represented by many different 
NDCs. Statistics and analysis based on the NDC, rather than the basic class of controlled substance, 
could dramatically distort the actual number of shortages that could be attributed to quota. 

From September 2006 through July 2012, the FDA defined a "drug shortage" as a "situation in 
which the total supply of all clinically interchangeable versions of an FDA-regulated drug is 
inadequate to meet the current or projected demand at the user level."3 (FDA CDER MAPP 6003.1, 
Sept. 26. 2006). FDA changed their definition in September 2014 to align with the definition in the 
2012 Food and Drug Administration Safety and Innovation Act (FDASIA) to "a period of time 
when the demand or projected demand for the drug within the United States exceeds the supply of 
the drug." Although this new definition is materially different from the definition applicable during 
the period in review (2011 and 2012), the GAO report uses the 2014 definition in its analysis. 

In contrast to the UUDIS and FDA, which view shortages in the context of patient-level 
availability, DEA views shortages in the context of manufacturer-level quota. Accordingly, a 
shortage within DEA's jurisdiction is the lack of sufficient quota available for bulk or dosage form 
manufacturers to manufacture a basic class of a schedule I or II controlled substance. This 
perspective is the result of the CSA prohibition against establishing quotas in terms of individual 

' The GAO report discusses DEA's concern with the reliability of information posted on FDA's drug shortage 
website. During the period under review, DEA was concerned that FDA did not adhere to the applicable definition of 
"drug shortage" because FDA was listing drug products in shortage when clinically interchangeable drug products 
were available. Other inaccuracies included reporting that some distributors experienced a shortage due to quota or 
lack of API. yet distributors do not receive quota. 
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pharmaceutical dosage forms prepared from or containing a controlled substance, together with the 
mandate to limit the supply of controlled substances available for diversion, and the inability to 
require a manufacturer to manufacture a specific API or drug product or require the distribution of 
controlled substance drug products downstream. Accordingly, if alternative forms of a drug product 
are available (e.g., brand, generic, or other clinically interchangeable drug products), or if 
manufacturers have quota authorization, the DEA cannot remedy any patient-level shortage (e.g., 
inadequate supply at the retail level or EMS provider level) by increasing the aggregate or 
authorizing more quota at the manufacturer level. GAO fails to emphasize and account for these 
fundamental distinctions in its review of the potential effect of the quota process on the availability 
of drug products containing schedule II controlled substances. 

Some simplified examples can illustrate how the above distinctions can skew shortage 
conclusions. If there is an unmet patient need for hydromorphone 10 mg/mL, 1 mL vials, UUDIS 
and FDA would qualify it as a shortage. However, DEA would not consider there to be a shortage 
within its jurisdiction if the 10 mg/mL, 5 mL vials are available. Similarly, DEA would not 
consider there to be a shortage if the brand name version of a particular drug product is unavailable, 
if the generic version of the drug product is available. Also, there would be no shortage in DEA's 
jurisdiction if there is hydromorphone quota available in the APQ (i.e., the annual APQ has not been 
exhausted) and manufacturers are not requesting additional quota, or if manufacturers with 
authorized hydromorphone quota are not manufacturing their quota allotment or are not distributing 
the manufactured hydromorphone downstream. 

Further comments regarding the GAO report are focused on the following three main areas and 
are discussed below: method of conducting investigation; method of data analysis; and GAO 
conclusions. 

Method of conducting investigation: 

Generally, the Congressional requesters sought to "better understand the impact of DEA quotas 
on patients with emergency medical and critical care conditions and traumatic injuries, and the 
extent to which DEA policies and regulations may impede the ability of physicians and health care 
providers to mitigate a shortage of a drug on any of the applicable schedules." Specifically, GAO 
was asked to particularly focus on shortages of drugs containing controlled substances used by EMS 
providers and to treat attention deficit hyperactivity disorder (ADHD). GAO did not evaluate the 
flow of specific controlled substances from the point of quota request and authorization to 
manufacture, or from the point of manufacture to distribution to the retail level, using available data 
from the Automation of Reports and Consolidated Orders System (ARCOS) and Year End 
Reporting and Quota Management System (YERS/QMS). 

GAO was aware of which manufacturers self-reported shortages to FDA claiming the shortage 
was due to quota, and which specific drug products were reported in shortage due to quota, yet GAO 
did not investigate each manufacturer's quota allotment or usage, the manufacturer's manufacturing 
and distribution practices, whether the manufacturer provided adequate justification for quota, or if 
the manufacturer asked for quota before or after reporting the shortage. In fact, GAO did not 
attempt to determine whether "shortages" actually existed because of a lack of quota. GAO was not 
without the tools to determine the answer to this question. After a protracted and contentious 
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negotiation regarding the data that DEA could release to GAO to conduct this investigation, DEA 
and GAO reached an agreement wherein DEA provided specified information from ARCOS and 
YERS/QMS. ARCOS and YERS/QMS data could have provided GAO with a full view of the 
distribution of schedule H controlled substances by manufacturers and distributors, from the point of 
bulk manufacture, to dosage form manufacture, and down to distribution to the retail level. Instead, 
GAO simply reported manufacturers' anecdotal complaints about the quota process' effect on 
shortages. 

Amphetamine is a schedule II controlled substance and is used to treat ADHD, among other 
things, and it was reported to be in shortage during the review period. GAO requested ARCOS 
information pertaining to 17 specific NDCs, all of the amphetamine basic class. However, the 17 
requested NDCs represented only a small fraction of the available market supply. The DEA 
estimated that there were 48 other amphetamine-containing drug products, 25 of which were 
manufactured and distributed during the period under review. GAO did not request ARCOS data on 
the other available amphetamine-containing products on the market, and GAO did not discuss in its 
report any findings relative to the 17 requested NDCs. The ARCOS information, combined with 
information from YERS/QMS, is crucial to determining whether sufficient API was manufactured. 
whether the API was distributed downstream by bulk manufacturers, whether dosage form 
manufacturers were manufacturing drug products in accordance with their quota applications, 
whether dosage form manufacturers were distributing drug products downstream and if so, where, 
and whether controlled substances were being held at the manufacturer level or destroyed rather than 
placed into the supply chain. 

DEA is confident that a review of ARCOS and YERS/QMS data would have established that 
DEA's administration of the quota process did not cause or exacerbate any shortages of drug 
products used to treat ADHD in 2011. In 2011, DEA increased the APQ for amphetamine salts by 
6,700 kg. A review of the ARCOS and YERS/QMS data for amphetamine salts showed that 
manufacturers subsequently requested, and DEA authorized, only a very small percentage of this 
increase. In addition, a significant number of amphetamine dosage units were destroyed throughout 
2011, as well as a substantial amount of raw material, and millions of dosage units of ADHD drug 
treatment products still remained at the distributor and retail level at the end of 2011. 

Close review of the ARCOS data would have also refuted manufacturers' assertions about the 
effects of DEA's timing to establish quotas. For example, manufacturer representatives reported to 
GAO that the timeline for establishing quotas does not provide manufacturers with enough time to 
plan for production and order the raw material or API needed to start manufacturing their products at 
the beginning of the production year. Representatives reported to GAO that they operated solely 
with what is left in their inventory for the first few months of the production year, "which may be 
limited because manufacturers operate in a lean manufacturing environment where they carry as 
little inventory as possible." (Draft, p. 30). This statement from manufacturers is conflicting. 
Manufacturers complained that they do not have sufficient inventory because of quota and must 
operate on what is solely remaining in inventory, but then go on to state their business choice to 
operate in a lean environment where they carry as little inventory as possible. Even so, 
manufacturers may manufacture API and procure raw material at any time during the year, and not 
distribute it until the next calendar year because DEA regulations provide for an inventory 
allowance. 
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In addition, a review of ARCOS data would have been critical to determining whether the 
DEA's processing of supplemental quota applications in 2011 caused or exacerbated FDA-reported 
drug shortages, as alleged by manufacturers. (Draft, p. 30-31). GAO's probability sample of 
YERS/QMS source documents showed that it took DEA an average of 58 days to respond to 
supplemental quota applications in 2011 and 2012. (Draft, p. 30-31). GAO also reported that it 
took DEA 10 days longer, on average, to respond to supplemental quota applications submitted by 
manufacturers that reported shortages caused by quota in 2011. However, as discussed above, a 
review of ARCOS and YERS/QMS information would have established that amphetamine 
manufacturers only sought authorization to manufacture a very small percentage of the mid-year 
increase. 

Method of Data Analysis: 

The report's extensive description of the nature and magnitude of shortages (Draft, p. 17) is 
misleading as it uses a very broad definition of "shortage," using data from two different sources to 
quantify and explain the consequences of shortages, and then ties these consequences to the very 
small number of schedule II drug product "shortages" without ever establishing causation between 
the specific shortage and the quotas for the specific basic class of controlled substance. 

GAO found that approximately 10% (168 of 1,575) of the UUDIS shortages from January 2001 
through June 2013 involved drug products containing a controlled substance (Draft, p. 17); of these, 
57% (96) involved drug products containing schedule II controlled substances (Draft, p. 19), or 
approximately 6% (96 of 1,575) of the total number of UUDIS shortages. Because UUDIS 
information is presented according to NDC rather than the basic class, the results (96 shortages of 
schedule II controlled substances from 2001 to 2013) can dramatically distort the actual number of 
shortages that could have been attributed to lack of quota in a particular basic class of controlled 
substance. The results can also be misleading because UUDIS counts a shortage as a period of time; 
as a result, 45 different drugs containing controlled substances were reported to be in shortage 
multiple times from January 2001 through June 2013, representing 143 individual shortages. (Draft, 
p. 19). The data could also be distorted by the fact that GAO analyzed data from YERS/QMS for 
2011 and 2012, rather than 2001 to 2013. Analyzing the information regarding the specific drug 
products and the specific basic class of controlled substance represented by the 96 NDCs, as well as 
the calendar year that the substances were reported in shortage would have helped to determine the 
role, if any, that quota played in any shortage. 

GAO also reported that critical shortages represented 52% (87 of 168) of all shortages of drugs 
containing controlled substances. (Draft, p. 4, n.6; p. 21). Of the 87 shortages containing controlled 
substances identified as critical by UUDIS from January 2001 through June 2013, half (44 of 87) 
involved pain relievers (analgesics). (Draft, p. 20-21). Analgesics can be controlled in schedule II, 
III, IV, or V. However, GAO does not state whether these products contained schedule II controlled 
substances subject to quota, or schedule III through V controlled substances not subject to quota. 
This information, along with the NDCs and basic class of controlled substance involved, would be 
important in determining the role, if any, quota played in any shortage, particularly with respect to 
the UUDIS "critical shortages," because the applicable criteria (alternative medications are 
unavailable, the shortages affect multiple manufacturers, or the shortages are widely reported) are 
more likely to implicate quota than a standard shortage (a supply issue that affects how pharmacies 
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prepare and dispense a product or that influences patient care when prescribers must choose an 
alternative therapy because of a supply issue). 

Even so, for the period January 2010 to June 2013, GAO reported that there were 40 FDA-
reported shortages of drug products containing schedule II controlled substances, and of those, only 
seven were alleged to have been caused or exacerbated by quotas. (Draft, p. 30). The remaining 33 
reported shortages of drugs containing schedule II controlled substances were caused by other 
factors that cause shortages of drugs generally such as manufacturing delays, capacity issues, and 
product quality issues. (Draft, p.30). GAO does not state whether any of these seven shortages 
occurred during the period in review, 2011 and 2012, nor does GAO indicate which basic class of 
controlled substance was involved, or whether each shortage involved a different basic class of 
controlled substance or if a single basic class of controlled substance was involved in several 
reported shortages. However, GAO contacted the 10 manufacturers that reported the seven 
shortages from January 2010 to June 2013, and reported that "many" manufacturers stated DEA's 
lack of timeliness in establishing quotas caused or exacerbated shortages of their drug products. It 
does not appear that GAO verified these statements with the data it obtained from YERS/QMS or 
ARCOS. Rather, the cause of these self-reported shortages was substantiated by collecting 
anecdotal information from manufacturers. 

Some drug products specifically mentioned in the report were in shortage due to reasons other 
than quota. For example, beginning in 2010, a major manufacturer of injectable drug products 
containing controlled substances voluntarily shut down certain of its production lines and slowed the 
release of products in certain manufacturing facilities as a result of certain quality issues cited by the 
FDA. Such interruptions adversely impacted, and continue to adversely impact, the manufacturer's 
ability to manufacture and sell its products. The availability of all injectables were adversely 
affected, including substances specifically mentioned in the GAO report as having significant 
deleterious effects on patient care as a result of shortage, such as fentanyl, hydromorphone, and 
morphine—all schedule II substances subject to quota. Review of the quota data would have shown 
that when new manufacturers submitted quota applications to meet the new demand, DEA verified. 
with FDA the supply disruption and acted quickly to authorize quota to the new manufacturers. 

In addition, some drug products emphasized by GAO when it reported the effects of drug 
shortages on treatment and patient care were not drug products subject to quota. For example, GAO 
references an American Society of Anesthesiologists' survey regarding the effects of drug shortages 
on anesthesiologists. (Draft, p.24, n.49). The highest frequency of reported shortages were fentanyl 
(66%), thiopental (40%), succinylcholine (21%), propofol (19%), and pancuronium (15%). As 
discussed above, fentanyl shortages were due to manufacturing issues. Thiopental is a schedule HI 
controlled substance and thus not subject to quotas; and the remaining three substances are non-
controlled substances. In another example, lorazepam injection is a schedule IV controlled 
substance, and GAO highlighted the adverse consequences of its shortage, indicating that a single 
shortage of it lasted slightly more than 5 years. (Draft, p. 18). Another consideration GAO ignores 
is that the benzodiazepines are primarily imported and not manufactured in the United States. 
Finally, GAO reports that oxycodone oral solution (Draft, p.19). a drug GAO reports is used to treat 
moderate to severe pain, was in shortage for the longest combined amount of time from January 
2001 through June 2013. However, certain oxycodone oral solution drug products were not FDA-
approved drugs and could not be lawfully manufactured or distributed until FDA approval in 
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September, 2014. 

QAO Conclusions: 

Failure to utilize the available information as discussed above, and failure to evaluate and 
analyze the causes of specific controlled substance shortages lead to an analysis that unfairly linked 
the quota process to diminished patient care. Even though GAO could not find that shortages 
occurred because of a lack of quota or because of DEA's administration of the quota process, GAO 
makes several inferences about a relationship between drug shortages and the quota process. This 
was accomplished because GAO begins its report with identifying trends in shortages from January 
2001 through June 2013, and then examines DEA's administration of the quota process, thereby 
suggesting the effect of the quota process on shortages. However, GAO only evaluated quota data 
for 2011 and 2012, and its evaluation is not generalizable to other years. 

As discussed above, only seven of 40 FDA-reported shortages of drug products containing 
schedule II controlled substances were alleged to have been caused or exacerbated by quotas. GAO 
reports that it cannot confirm that DEA's lack of timeliness caused or exacerbated shortages. 
However, the tools were available to GAO to refute the specific claims that DEA's administration of 
the quota process caused or exacerbated shortages. 

DEA is confident that its administration of the quota process did not affect a shortage during the 
period in review because drug product shortages are not limited to products that contain schedule II 
controlled substances. In fact, for the period January 2010 to June 2013, only 18% (7 of 40) of 
FDA-reported schedule II drug product shortages implicated quotas. Also, UUDIS data shows that 
from January 2001 through June 2013, approximately 43% of all reported controlled substance 
shortages were present in schedule III through V drug products, where quotas are not involved. 
(Draft, p. 19). In addition, GAO found that, from January 2001 through June 2013, the number of 
new controlled substance shortages reported each year peaked in 2009 and then declined. (Draft, p. 
17-18; fig. 2). The increase in these shortages mimics the pattern found for shortages of all drugs, 
indicating that the same factors affecting shortages of all drugs are also the same factors affecting 
shortages of drugs containing controlled substances. It is more likely that a common denominator 
(or a combination of common denominators) are effecting the similar patterns in shortages amongst 
controlled substances and non-controlled substances; as well as amongst schedule II controlled 
substances and schedule III through V controlled substances. 

GAO concluded that by not acting "promptly" on supplemental applications, DEA may hinder 
manufacturers' ability to manufacture schedule II drugs that may help prevent or resolve a shortage. 
However, as explained above, even if DEA increased the APQ or authorized additional 
manufacturing or procurement quota, manufacturers must apply for it and actually use it to 
manufacture the drug products in shortage, and then distribute those products downstream—
activities that DEA cannot compel. 

DEA Response to Recommendations: 

GAO Recommendation (II: Establish controls, such as periodic data checks, to ensure that the 
YERS/QMS data accurately reflect both manufacturers' quota submissions and DEA's decisions. 
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Response: The GAO report found that the data error rate was substantially improved from the 
initial year the process became electronic to the second year (2011 to 2012), dropping from 
45% to 10%. (Draft, p. 35). DEA has established policies and procedures to ensure data is 
accurate. In order to determine the timeliness of responses to submitted requests, there are a 
number of computer-generated dates, including date submitted, date assigned for review, and 
date review complete. In order to determine accuracy in quota values being requested and 
granted there are a series of system-generated flags in YERS/QMS. The flags guide and verify 
data provided by applicants; and there are flags for intemal review, including when a quantity 
greater than requested is entered. Managers review worksheets for accuracy in summarizing 
the analysis of the data and supporting documentation provided by the applicant. They then 
verify that the values contained in the working documents are accurately entered into 
YERS/QMS. Upon final authorization, managers close the application in YERS/QMS after 
ensuring that the dates mailed are entered as the authorization letters are scanned and sent to 
the applicant (via email and U.S. Postal mail). YERS/QMS has a flag to ensure that the date 
entered is correct. 

GAO Recommendation (2): Establish performance measures for DEA related to quotas and 
ensuring an adequate and uninterrupted supply of controlled substances for legitimate medical 
use. 

Response: DEA recognizes the value in establishing performance measures for personnel 
reviewing quota applications and will determine whether performance is measurable with regard 
to processing quotas. Many factors determine how quickly and how accurately a quota 
application is reviewed and a quota recommended. For example, a single quota application is 
for one specific basic class; however, each quota request may involve quota for more than one 
specific drug product containing that basic class. The reasonable amount of time to evaluate 
each application is highly dependent on how many different factors affect a single request. 

GAO Recommendation (3): Monitor and analyze YERS/QMS data to assess DEA's 
administration of the quota process. 

Response: DEA agrees that monitoring and analyzing YERS/QMS data is important to 
ensuring proper administration of the quota process. The YERS/QMS data are integrally 
related for manufacturing and procurement quotas applications and responses. The data are 
reviewed and monitored constantly when analyzing each quota application. For example, 
with the APQ set as the maximum of each basic class to be manufactured each year, the 
quota review process of every manufacturing quota application checks the APQ, amounts 
issued, pending and remaining. In addition, the manufacturing quota data are analyzed and 
used with other sources to establish and revise the annual APQs. 

GAO Recommendation (4): Establish internal policies for processing quota applications and 
setting aggregate, annual, and supplemental quotas to ensure that staff conduct these 
activities consistently and in accordance with the CSA and agency's regulations. 

Response: DEA has established policies and procedures for staff administering the quota 
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procedures. In addition, beginning with 2013 APQs, DEA included an additional 25% of 
the estimated medical, scientific, and research needs as part of the amount necessary to 
ensure the establishment and maintenance of reserve stocks. DEA expects that maintaining 
this reserve in the aggregate production quotas will mitigate adverse public affects if an 
unforeseen event results in substantial disruption to the amount of controlled substances 
available to provide for legitimate public need. 

GAO Recommendation (5): Expeditiously establish formal policies and procedures to 
facilitate coordination with FDA as directed by FDASIA, including a specific timeframe in 
which DEA will be expected to respond to FDA requests to expedite shortage-related quota 
applications. 

Response: DEA shall follow the requirements of FDASIA to respond to requests within 30 days. 
It should be noted that no special requests for expedited quota review have been forwarded to 
DEA since enactment of FDASIA in July, 2012. As previously conveyed to GAO, DEA and FDA 
began negotiating the terms of a new information sharing agreement before this engagement 
commenced. As of December 15, 2014, the final memorandum of agreement has been routed for 
signature within DEA. 

GAO Recommendation (6): Promptly update the MOU between the two agencies. 

Response: As previously conveyed to GAO, DEA and FDA began negotiating the terms of a new 
information sharing agreement before this engagement commenced. As of December 15, 2014, the 
final memorandum of agreement has been routed for signature within DEA. 

GAO Recommendation (7): Either in the MOU or in a separate agreement, specifically outline what 
information the agencies will share, and timeframes for sharing such information, in response to a 
potential or existing drug shortage. 

Response: As previously conveyed to GAO, DEA and FDA began negotiating the terms of a new 
information sharing agreement before this engagement commenced. As of December 15, 2014, the 
final memorandum of agreement has been routed for signature within DEA. DEA and FDA have 
engaged in discussions to determine the specific procedures by which information regarding drug 
shortages shall be exchanged, pursuant to FDASIA. These procedures will be memorialized in a 
mutually agreeable workplan. 

Conclusion:

There can be no doubt that drug shortages adversely affect the public health. Drug shortages 
occur across the continuum of pharmaceutical characteristics, e.g., brand, generic, controlled, non-
controlled, over-the-counter, dosage forms and dosage strengths, analgesics, sedatives, stimulants. 
Shortages can be caused by a variety of factors, as GAO previously reported in 2011 and 2014. 
Determining the relationship between retail and EMS level drug product shortages and 
manufacturing quota is a multifaceted undertaking that particularly requires an understanding of 
controlled substance manufacturing and distribution practices, an appreciation of how competitive 
contractual agreements affect the actions of manufacturers, distributors, and patent owners, and how 
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these dynamics influence the annual forecasting of quota need. 

DEA remains committed to establishing production quotas for each basic class of controlled 
substance in schedule 11 to be manufactured each year to provide for the estimated medical, 
scientific, research, and industrial needs of the United States, for lawful export requirements, and for 
the establishment and maintenance of reserve stocks. Accordingly, DEA appreciates the GAO 
finding that it cannot establish a causal relationship between shortages of drugs containing 
controlled substances and DEA's management of the quota setting process. 

Should you have any questions regarding this matter or our comments, please contact Michael 
A. Dixon, Acting Deputy Chief Inspector, Office of Inspections, at (202) 307-4007. 

Sincerely, 

Foie 
Joseph T. Rannazzisi 
Deputy Assistant Administrator 
Office of Diversion Control 

cc: Richard P. Theis 
Director, Audit Liaison Group 
Internal Review and Evaluation Office 
Justice Management Division 
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GAO's Mission The Government Accountability Office, the audit, evaluation, and 
investigative arm of Congress, exists to support Congress in meeting its 
constitutional responsibilities and to help improve the performance and 
accountability of the federal government for the American people. GAO 
examines the use of public funds; evaluates federal programs and 
policies; and provides analyses, recommendations, and other assistance 
to help Congress make informed oversight, policy, and funding decisions. 
GAO's commitment to good government is reflected in its core values of 
accountability, integrity, and reliability. 

Obtaining Copies of 
GAO Reports and 
Testimony 

The fastest and easiest way to obtain copies of GAO documents at no 
cost is through GAO's website (http://www.gao.gov). Each weekday 
afternoon, GAO posts on its website newly released reports, testimony, 
and correspondence. To have GAO e-mail you a list of newly posted 
products, go to http://www.gao.gov and select "E-mail Updates." 

Order by Phone The price of each GAO publication reflects GAO's actual cost of 
production and distribution and depends on the number of pages in the 
publication and whether the publication is printed in color or black and 
white. Pricing and ordering information is posted on GAO's website, 
http://www.gao.gov/ordering.htm. 

Place orders by calling (202) 512-6000, toll free (866) 801-7077, or 
TDD (202) 512-2537. 

Orders may be paid for using American Express, Discover Card, 
MasterCard, Visa, check, or money order. Call for additional information. 

Connect with GAO Connect with GAO on Facebook, Flickr, Twitter, and YouTube. 
Subscribe to our RSS Feeds or E-mail Updates. Listen to our Podcasts. 
Visit GAO on the web at www.gao.gov. 

To Report Fraud, 
Waste, and Abuse in 
Federal Programs 

Congressional 
Relations 

Contact: 

Website: http://www.gao.gov/fraudnet/fraudnet.htm 
E-mail: fraudnet@gao.gov 
Automated answering system: (800) 424-5454 or (202) 512-7470 

Katherine Siggerud, Managing Director, siggerudk@gao.gov, (202) 512-
4400, U.S. Government Accountability Office, 441 G Street NW, Room 
7125, Washington, DC 20548 

Public Affairs Chuck Young, Managing Director, youngc1@gao.gov, (202) 512-4800 
U.S. Government Accountability Office, 441 G Street NW, Room 7149 
Washington, DC 20548 
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2016 Accuracy Study in the DEA's Year-End Reporting and 
Quota Management System 

Issue: 

In June 2016, a follow-up study on the accuracy of DEA's Year-End Reporting and Quota 
Management System was conducted and found 0.01% errors overall. 

Background (paragraph excerpted from the 2014 GAO Report): 

The 2014 GAO report on the YERS/QMS found that the data error rate was substantially 
improved from the initial year the process became electronic to the second year (2011 to 
2012), dropping from 45% to 10%. DEA acknowledged policies and procedures to ensure 
data is accurate. In order to determine the timeliness of responses to submitted requests, 
there are a number of computer-generated dates, including date submitted, date assigned 
for review, and date review complete. In order to determine accuracy in quota values being 
requested and granted there are a series of system-generated flags in YERS/QMS. The 
flags guide and verify data provided by applicants; and there are flags for internal review, 
including when a quantity greater than requested is entered. Managers review worksheets 
for accuracy in summarizing the analysis of the data and supporting documentation 
provided by the applicant. They then verify that the values contained in the working 
documents are accurately entered into YERS/QMS. Upon final authorization, managers 
close the application in YERS/QMS after ensuring that the dates mailed are entered as the 
authorization letters are scanned and sent to the applicant (via email and U.S. Postal mail). 
YERS/QMS has a flag to ensure that the date entered is correct. (Source: GAO 15- 202). 

Data Review and Analysis: 

Between March and May 2016, a random sample of 146 quota applications from 
YERS/QMS were reviewed and compared to the corresponding DEA Decision letter. 
These 2016 quota applications included 108 procurement quota applications, 26 
manufacturing quota applications and 12 import quota applications. The same data fields 
that GAO used in their report were reviewed (GAO Report 15-202, Table 4, page 38). The 
applications that were submitted by the DEA Registered manufacturer into the YERS / 
QMS applications were compared to the data entered by the DEA staff member and the 
Decision Letter that was sent in response to the DEA Manufacturer. 

The estimated percent of records with errors revealed an overall error rate of 0.01% in the 
category of "Total Amount of Quota" in the Decision Letter. All other data fields in the 
Quota Applications and the Decision Letters were determined to be 0%. 

The estimated percent of records with errors are presented in Table 1 below. 

DEA/OD/ODQ 1 of 2 06-03-2016 

Page 1459 Vol. 1



Results: 

Table 1: Estimated Percent of Errors on the DEA's Year End Reporting 
and Quota Management System (YERS/QMS) 

Estimated percent of records with errors 

Data fields 2016 
Quota Application 
Application year 0% 
Company name 0% 
Substance name 0% 
Quota type 0% 
Date submitted 0% 
Total amount of quota 0% 
Decision Letter 
Application year 0% 
Company name 0% 
Substance name 0% 
Quota type 0% 
Date mailed 0% 
Total amount of quota 
Total 

Conclusions: 

0.01% 
0.01% 

As all users of the YERS /QMS continued to transition and learn the new online system, error 
rates reached minimal levels. Since the 2014 GAO Report, ODQ was able to provide 
presentations and online demos to the DEA registrants at DEA manufacturer meetings and 
recently reinstituted Pharmaceutical Training Seminars. The presentations from these meeting 
and the YERS / QMS User Guides are posted on the DEA Office of Diversion website. 
Increased familiarity with the system and an understanding of what data is required for the online 
forms and as supporting documentation, decreased the errors on the applications submitted by 
the DEA registrants. With more complete and accurate applications, there were no discrepancies 
to document in YERS or the outgoing Decision letters. 

Looking beyond the YERS / QMS launch and initial transition years (2011 and 2012), the 
dramatic improvements in accuracy after moving to an online quota application system are 
strikingly apparent. 

DEA/OD/ODQ 2 of 2 06-03-2016 
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Pharmaceutical Training Seminar — 2016 
Online Quota Applications 

UN Reporting and Quota Section 
ODEquota@dea.usdoj.gov

(202) 307-7184 Vol. 1



Why the Switch from Paper? 

OPM requested we go paperless (2011 est.) 

, Benefits 
• Provides secure web-based database system 
• Verifies registration as active and current 
• Preloads your available drug codes, historical data 
• Performs calculations 
• Lists confirmation and status 
• Expedites process 
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Please Note 
, Procurement applications due by April 1 

Import applications due by April 1 

, Manufacturing applications due by May 1 

, Adjustments to any quota can be requested 
throughout the year 

, Quantities should expressed as: 
• Anhydrous acid, base or alkaloid 
• GRAMS 
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Accessing Quota Applications 
www.deadiversion.usdoj.gov 

Reporting 

Quotas 

New Accounts: complete 
user agreement, print, sign, 

& email to ODE Quota to 
receive corporate 

administrator log-in 

Quota Applications 

Secure website 

Enter DEA issued 
user name & password 
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Corporate Administrator Login 

U.S. DEPARTMENT OF JUSTICE * DRUG ENFORCEMENT ADMINISTRATION 

II OFFICE OF DIVERSION CONTRO 

Application for Quota Allotment 

User Login 

• If you are a corporate user, enter your user name. password and DEA Number. 
• If you are a corporate administrator, enter your user name and password. and the DEA Number of the registrant for 

which you will be managing user accounts. 
• If you are a DEA administrator. enter your user name and password. and the DEA Number of the registrant for 

which you will be managing user accounts. 

DEA Number: 

Username: 

Password: 

Change Password: 

Reset Next 
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Create New Corporate User 
Account 

Corporate Administrator 
User Administration 

You are the Corporate Administrator. These are the corporate users accounts for DEA 
Number 

Create a New User Account 
0 New User 

Reset User Password 
USER ACCT 1 

Delete User Account 
USER ACCT 1 

Click Back to return to the User Login screen Click Next to process your selection. 

Page 1466 

Corporate Administrator 
Create New User 

A password must be comprised of at least one. but not more than ten uppercase or 
lowercase letters. any of the ten digits and the underscore character, arranged in any 
order 

DEA Number: 

Username: 

New Password: I   I 

Confirm New Password: L 
Click Cancel to abort this action and return to the User Administration screen. Click Next 
to process your selection. 

Cancel Reset 

Corporate Administrator 
User Administration Confirmation 

You have successfully created a user account for 
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Corporate User Login 

U.S. Department of Justice Drug Enforcement Administration 

Office of Diversion Control 

User Login 
• If you are a corporate user. enter your user name. password and DEA Number 
• If you are a corporate administrator, enter your user name and password and the DEA Humber of the registrant for 

which you will be managing user accounts. 
• If you are a DEA administrator, enter your user name and password and the DEA Humber of the registrant for which 

you will be managing user accounts. 

DEA Number: 

Username: 

Password: 

Change Password: ❑ 

To change your password, check the Change Password checkbox. 
To reset the form's text values to their original state. click Reset. 
To submit the form. click Next. 

Reset 
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Corporate User Login Confirmation 

U.S. DEPARTMENT OF JUSTICE * DRUG ENFORCEMENT ADMINISTRATION 

OFFICE OF DIVERSION CONTROL 

Application for Quota Allotment 

Login Confirmation 

• You are logged in as DEAQ. 
• As a Corporate User of the Quota Allotments system. you are authorized to submit requests for Quota 

Allotments for DEA Number (DEA MANUFACTURER TEST ACCOUNT). 
• If this information is not correct. please contact your administrator immediately. 

Return Next 

Click Return to return to the User Login screen. Click Next to advance to the next screen. 
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Report Selection Menu 
U.S. Department of Justice Drug Enforcement Administration 

Office of Diversion Control 

Fvlain Selection Menu 

Quota Type 
O Procurement 
O Manufacturer 

Import 

Note The list of controlled substances will only display drugs that are currently listed under 
your registration. If you do not see the drug you are seeking, please contact your local field 
office to have the drug added to your registration. 

Controlled Substance 
Listed in Alphabetical Order (Selet One) ---

Quota Year 
O Current Year (2011) 
O Next Year (2012) 

To file a new request for quota allotment or revise an existing one. select Quota Type, Controlled Substance and 
Reporting Year, then click Next. 
To see the status of any requests for quota allotment that you have previously submitted to DEA, click Status. 

Status Next 
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Online Quota Application 

Must request specific isomers for: 

• Amphetamine 
• d-amphetamine 
• 1-amphetamine 
• d,I-amphetamine 

• Methamphetamine 
• d-methamphetamine 
• 1-methamphetamine 
• d,l-methamphetamine 

• Tetrahydrocannabinols 
• Delta-9-THC 
• All Other Tetrahydrocannabinols 
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Online Quota Application 
"For Sale" vs. "For Conversion" 

• Codeine 
• D-Amphetamine 
• D-Methamphetamine 
• Diphenoxylate 
• Hydrocodone 
• Morphine 
• Noroxymorphone 

• Oxycodone 
• Oxymorphone 
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Online Quota Application 
For Sale: substance used to manufacture 

products containing same basic class which is 
bought from the bulk manufacturer. 
- involves -95% of the quota applications 

ex: Codeine (for sale)  ► codeine/APAP 

For Conversion substance used to synthesize a 
different basic class. 
ex: Codeine (for conversion) ► hydrocodone 
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Procurement Quota Application 
U.S.Department of Justice Drug Enforcement Administration 

Officeof,Diversion  Control 

Year-End Estimates 
for Reporting Year 2011 

Quota Type Quota Year Drug Code 

Current Selection 

Drug Name Pending Quota Approved Quota 

Procurement 2011 1225(A) PHENYLPROPANOLAMINE (FOR CONVERSION) .000 

DEA Form 250 -- Box 12 
Eenter your estimated year-end report projections in the fields provided 

Use the TAB and SHIFT-TAB keys to tab forward and backward among the fields 
All amounts are expressed as grams of anhydrous base or alkaloid, not as salt. 

Reporting Year 2009 2010 2011
(actual) (actual) (estimated) 

[Inventory (as of Dec 31) 

Bulk controlled substance (API) 

In-process material (in all forms) I 

Finished dosage forms (bulk and/or packaged) I 
Total I--
Dispositions I--

Domestic 

Exports 

Total 

Acquisitions 

Domestic r 
Imports 

Total 

0.000 

0.000 

0.000 0.000 

0.000 0.000 

0.000 0.000 0.000 

0 000 0 000 0.000 

0 0 000 0 000 0.000 

0 000 0 000 0.000 

0.000 0.000 0.000 

0.000 0.000 0 000,

0 000 0 000 0 000.

0.000 0 000 0 000 

Click Next to advance to the next page. 

Reset 

• _ 

Return 

4 

Next 
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Quota Allotment Categories 
U.S. Department of Justice Drug Enforcement Administration 

Office of Diversion Control 

Quota Type Quota Year Drug Code 

Application for Quota Allotment 

Quota Request 
for Reporting Year 2011 

Current Selection 

Drug Name Pending Quota Approved Quota 

Procurement 2011 1225(A) PHENYLPROPANOLAMINE (FOR CONVERSION) .000 

Quota History 
(DEA Form 250 -- Box 11) 

Enter the total value for your quota allotment request in the field provided.
All amounts are expressed as grams of anhydrous base or alkaloid, not as salt. 

-- History (Approved) --- -- Current Request --
2008 2009 2010 2011 

0.000 0-000 0.000 

Quota Allotment Request by Category 
Sub-divide your total quota request by category. 

You must provide a value for at least one category. and the sum of the categories must equal the total quota request 
Use the TAB and SHIFT-TAB keys to tab forward and backward among the fields.

Commercial Manufacturing : 

Product Developement : 

Packaging : 

Replacement : 

Transfer : 

Total : 

Click Next to advance to the next page 

11ext 
Vol. 1



Quota Allotment Categories 

,Commercial Manufacturing 
Conversion to other substances 
Dosage form 

,Product Development 
All stages leading to FDA approval 

Laboratory scale 
Scale up 
Exhibit 
Stability 
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Quota Allotment Categories 

r Packaging 
Packaging/Repackaging 
Labeling/Relabeling 

,Replacement 
Case-by-case basis for commercial mfg 

r Transfer 
Bulk API 
In-process material 
Finished dosag units 
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Quota Allotment Categories 
U.S. Department of Justice Drug Enforcement Administration 

Office of Diversion Control 

Quota Type Quota Year Drug Code 

Application for Quota Allotment 

Report Selection rvlenu 

Current Selection 

Drug Name Pending Quota Approved Quota 

Procurement 2011 1225 PHENYLPROPANOLAMINE (FOR CONVERSION) 2.513.000 

Sub-Reports Selection 

000 

In order to complete your application for quota allotment, you will need to provide additional information using the sub-reports 
below. To fill out a sub-report click the Report Link to advance to the corresponding report form If the color of the sub-report link 
is gray it means there are sub-reports already on file You may review and/or update these by clicking the link You will not be 
able to advance to the next page until all required sub-reports have been completed 

Required / Optional Current Request Report Link 
Commercial Manufacturing 

Optional Converted Substances (DEA Form 250 -- Box 13) 

Optional 894.000 Commercial Manufacturing 
Dosage Forms (DEA Form 250 -- Box 14) 

Required 984.000 Product Development (DEA Form 250 -- Box 14) 
Required 543.000 Pack6ging (DEA Form 250 -- Box 14) 
Required 151 000 Replacement
Required 484.000 Transfer

If you have completed all required sub-reports. click Next to continue 

Back Next 
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Commercial Conversions 
Basic Class To Be Manufactured 

(DEA Form 250 -- Box 13) 

To convert PHENYLPROPANOLAMINE (FOR CONVERSION) to another substance, select the substance from the list. If the 
target substances is not in the list either contact DEA to have the substance added to your registration. or select "Users 
Choice" (the last entry). 

— Listed in Alphabetical Order (Select One) — 

Drug Name Drug 
Code 

2009 
(actual) 

2010 
(actual) 

2011 
(estimated) 

% Yield 
(estimated) 

I 

Fill in the fields above and click Submit. 

I Reset I Submit 

Summary 

Remove Drug Name 

Vraxoin 

Drug 2009 2010 2011 % Yield 
Code (actual) (actual) (estimated) (estimated) 

0000 .000 .000 2,524.002 252.24 

To remove an entry, click the Remove radio button. 

[ Next 
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Commercial - Dosage Forms 
Dosage Form Data 

(DEA Form 250 -- Box 14) 
Quota Requested: 894.000 

If you intend to manufacture dosage forms from PHENYLPROPANOLA.MINE (FOR CONVERSION). fill out the fields below and click 
Submit. You may create as many individual dosage forms as necessary. 

* Name * Mkt Auth -k Used 2009 * Used 2010 * Est. 2011 

JL JE 
The -k symbol denotes a required field Humber fields must be a valid number between 0 and 999 999 999 999 inclusive 

Remove Name 

Reset Submit 

Summary 

Mkt Auth 

0 Traylopanifaphryn Department of Agriculture 

To remove an entry. click the Remove radio button. 
Click Next to return to the Report Selcetion Menu 

He71
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Used Used 
Est. 2011 

2009 2010 

' " 1321 1231 
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Product Development 

Dosage Form Data 
(DEA Form 250 -- Box 14) 
Quota Requested: 984.000 

If you intend to manufacture PHENYLPROPANOLAIvIINE (FOR CONvERSIOtt into dosage forms. fill out the fields below and click: Submit. 
You may create as many individual dosage forms as necessary. 

* Name * Strength Units•Batch 

I   - 1 
*# Batches * Purpose 

1
* Qty * Completion Time 

The * symbol denotes a required field. Number fields must be a valid number between 0 and 999,999,999.999 inclusive. 

I Reset I Submit

Summary 

Remove Name Strength Units1Batch # Batches Purpose Qty Completion 
Time 

Calafrin 23 gm 125 521 Nausea 132 2 months 

To remove an entry. click the Remove radio button 
Click Next to return to the Report Selcetion Menu 

rIext 
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Labeling & _ ackaging 

Package Form Data 
(DEA Form 250 -- Box 14) 
Quota Requested: 543.000 

If you intend to segment PSEUDOEPHEDRINE (FOR CONVERSION) into packages. fill out the fields below and click Submit. You may 
create as many individual package forms as necessary. 

* Name * Strength * Units Pkg # Pkgs 

 IL_ 

* Purpose * Qty 

The * symbol denotes a required field. Number fields must be a valid number greater than 0 and less than 1 000 000 000 000 

Remove 

[ Reset Submit 

Summary 

Name Strength Units Pkg # Pkgs Purpose Qty 

0 Protaxis 121 35 ;,esale 251 

To remove an entry, click the Remove radio button. 
Click Next to return to the Report Selcetion Menu. 

Next 
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Replacement 
Replacement Data 

Quota Requested: 151.000 

If you intend to request Replacment quota for PHENYLPROPANOL-.1,1INE (FOR CONVERSION), fill out the fields below and click Submit 

* Destruction Date * Explanation 

Please provide an explanation of what was destroyed and why You must submit appropriate documentation including DEA Form 48 
and DEA Form 522 if a reverse distribution was used. Summarize what was destroyed fie commercial batches. product development 
samples and retains. bulk API etc. ) and the reason for disposal 

The * symbol denotes a required field Number fields must he a valid number between 0 and 999,999,999_999 inclusive. 

Remove Destruction 
Date 

Reset Submit 

Summary 

Explanation 

® Jan 2t 2011 Batch became contaminated. 

To remove an entry. click the Remove radio button.
Click Next to return to the Report Selcetion Menu 

Next 
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Transfer 
Transfer Data 

Quota Requested: 151.000 

If you intend to transfer PHENYLPROPANOLt%MINE (FOR CONVERSION), fill out the fields below and click Submit. You may create as man, 
individual Transfer forms as necessary. 

* DEA Number * Explanation 

Please provide details of transfers. ie. what will be transferred the purpose of the transfer etc.

The * symbol denotes a required field. Number fields must be a valid number between 0 and 999,999,999.999 inclusive. 

Reset I Submit

Summary 

Remove DEA Number Explanation 

0 RL0401187 Required the further analysis of product in outside independent study. 

To remove an entry, click the Remove radio button. 
Click Next to return to the Report Selcetion Menu_ 

r Jext 
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Summary 
U.S. Department of Justice Drug Enforcement Administration 

Office of Diversion Control 

Application for Quota Allotment 

Final Summary 

Current Selection 

Quota Type Quota Year Drug Code Drug Name Pending Quota Approved Quota 

Procurement 2011 1225(A) PHENYLPROPANOLAMINE (FOR CONVERSION) 2 513 000 .000 

Year-End Report Data 

2009 (actual) 2010 (actual) 2011 (estimates) 

Inventory 0.000 0.000 1,272.000 
Acquisitions 0 000 0 000 100 000 
Dispositions 0 000 0 000 69 000 

Quota Allotment Request by Category 

Comm Man Prod Dev Replacements Transfers Total 

894.000 984.000 151.000 484.000 2,513.000 

Remarks 

Click Submit to transmit your data to DEA. 
Click Return to go back to the Year-End Estimates page to modify any part of this request. 

[ Return I Submit ) 
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U.S. Department of Justice Drug Enforcement Administration 

Office of Diversion Control 

Quota Type Quota Year Drug Code 

Application for Quota Allotment 

Summary Confirmation 

Current Selection 

Drug Name Pending Quota Approved Quota 

Procurement 2011 1225(A) PHENYLPROPANOLAMINE (FOR CONVERSION) 2 513 000 .000 

Confirmation 

You have successfully submitted a Quota Allotment Request for the substance noted above. Your reference 
number is. 

108035 

You may contact DEA via email at ODE.Quota@USD0J.gov concerning this transaction. Be sure to include the 
reference number in the subject line of all such correspondence. 

If you find a need to amend this request. you may do so by selecting this same substance from the Main 
Selection Menu. At that time all data entry fields will be pre-populated with values from your latest request. 

Printing Options 

You are required by law to retain a copy of this Request for Quota Allotment for a period of seven years alter 
the date of the initial request. Click the Print button below and you will be able to print or archive the resultant 
PDF report. 

Return 
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Status Report 
U.S. Department of Justice Drug Enforcement Administration 

Office of Diversion Control 

Quota Request Status 
The following table lists substances for which you have formally requested a quota allotment and the status of your 
application Multiple requests for the same substance are sorted sequentially by Drug Name within Quota Type 

A date in the Date Approved field indicates the date the request was approved. Requests that have not been 
approved yet show as "Pending " 

Requests may be amended by returning to the Main Selection Menu and selecting the substance from the list.

To view the request as a PDF report. click the Request ID link.

Quota Quota Date Drug 
Type Year Submitted Code 

P-- cD Mar 2 1225 
--PHENYCPROPANULAMINE (I-OR 

2011 CONVERSION) 
Mar 30. 1225 PHENYLPROPANOLAMINE (FOR 

2011 CONVERSION) PRO 2011 

PRO 2011 

PRO 2011 

Mar 4 
2011 

Mar 4 
2011 

Drug Name Quota 
Date Request 

Approved ID 

2.513.000 Pending 108035

2.513.000 Pending 108166

1225 PHENYLPROPANOLAMINE (FOR SALE) 4.410.000 Pending 108076

8112 PSEUDOEPHEDRINE (FOR CONVERSION) 5.545.000 Pending 108074

Print 
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Quota Amendments 

U S. Department of Justice Drug Enforcement Administration 

Office of Diversion Control 

Quota Request Amendment 

Notice 

You have previously filed a quota allotment request for the substance noted above. The request was filed on Mar 02. 
2011 in the amount of 585 000 grams. The Reference Number is 108019,

In the pages that follow, your original data values for the request will be displayed. You may freely remove append or 
amend this data Once you complete this amended request. it will be filed with its own reference number and will 
become the new statement of record for the requested quota allotment for this substance. 

Current Selection 

Quota Type Quota Year Drug Code Drug Name Pending Quota Approved Quota 

Procurement 2011 8113(B) EPHEDRINE (FOR SALE) 585.000 .000 

Back J I Next 
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List 1 Import quota 
U_S Department of Justice Drug Enforcement Administration 

Office of Diversion Control 

Application for Quota Allotment 

Quota Type Quota Year Drug Code 

Inipc 

Worksheet-A 

Current Selection 

Drug Name Pending Quota Approved Quota 

'225 PHENYLPROPANOLAMINE (FOR SALE) 6,879.000 .000 

Instuctions 
(DEA Form 488 -- Worksheet-A) 

The Worksheet-A form is for you to document the subsequent dispostion (sale) or utilization of PHENYLPROPANOLAMINE (FOR 
SALE) You may submit individual Worksheet-A forms using this web site. To do so, click the Next button below. 
Alternatively, you may submit a Worksheet-A in Excel format via email To email a Worksheet-A, first complete this request for an 
import quota at the conclusion of which you will be given a reference number. Then prepare a Worksheet-A in Excel format and 
email it to ODE.Quota©usdoj gov. Include the reference number in the subject line of the email. Click the radio button belowto 
indicate that Worksheet-A submission by email. 

0 Worksheet-A Email Submission 

Reset Return  I I  Next I 
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List 1 Import quota 
Worksheet-A 

Current Selection 

Quota Type Quota Year Drug Code Drug Name Pending Quota Approved Quota 

Import 2011 1225 PHENYLPROPANOLAMINE (FOR CONVERSION) 12 000 _000 

* DEA Number : [ 

* Address : 

Worksheet-A Data 
(DEA Form 488 -- Worksheet-A) 

  * Name of Comapany : 

s.• 

* Phone :  I * Fax : r-   * Email : 

* Contact Person :  

* Quantity to be sold (as grams of anhydrous base) :  

* Provide documentation for Quantity to be sold (purchase orders supply agreements etc) : 

* Intended Use : 0 Sale / Product Launch 0 Product Development / Research 0 Other (explain) 

The * symbol denotes a required field Number fields must be a valid number between 0 and 999.999 999 999 inclusive 

Fill in the fields above and click Submit 

[ Reset Submit 
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List 1 Import quota 

Summary 

0 Remove 
DEA Num . ' 

Company Name : dFGHFYT 
Address : HFGGGYYJK GYFJYYU CTGBD BGFSHDFJKSD 

Phone : 256-515-4422 
Fax : 121-142-4448 

Email : NCBHXJH@GI'vlAIL COM 
Contact : SHJAGYSG 

Quantity to be sold : 5.226 000 
Supporting docs : GJKEYU 

Intended Use : Other 
Intended Use Explain : FJDSIOUFRW 

To remove an entry. click the Remove radio button 
To return to the Worksheet-A Selection Menu. click Return.

Next 
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Questions? 

UN Reporting and Quota Section 
ODEquota@dea.usdoj.gov

(202) 307-7184 
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[Homel [Contents] [Search] [What's New] [Help] [Feedback] 
[Previous Section] jNext Section] 

-CITE-

21 USC Sec. 826 01/22/02 

-EXPCITE-

TITLE 21 - FOOD AND DRUGS 
CHAPTER 13 - DRUG ABUSE PREVENTION AND CONTROL 
SUBCHAPTER I - CONTROL AND ENFORCEMENT 
Part C - Registration of Manufacturers, Distributors, and Dispensers of Controlled Substances 

-HEAD-

Sec. 826. Production quotas for controlled substances 

-STATUTE-

(a) Establishment of total annual needs 
The Attorney General shall determine the total quantity and establish production quotas for each basic 
class of controlled substance in schedules I and II to be manufactured each calendar year to provide for 
the estimated medical, scientific, research, and industrial needs of the United States, for lawful export 
requirements, and for the establishment and maintenance of reserve stocks. Production quotas shall be 
established in terms of quantities of each basic class of controlled substance and not in terms of 
individual pharmaceutical dosage forms prepared from or containing such a controlled substance. 

(b) Individual production quotas; revised quotas 
The Attorney General shall limit or reduce individual production quotas to the extent necessary to prevent 
the aggregate of individual quotas from exceeding the amount determined necessary each year by the 
Attorney General under subsection (a) of this section. The quota of each registered manufacturer for each 
basic class of controlled substance in schedule I or II shall be revised in the same proportion as the 
limitation or reduction of the aggregate of the quotas. However, if any registrant, before the issuance of a 
limitation or reduction in quota, has manufactured in excess of his revised quota, the amount of the 
excess shall be subtracted from his quota for the following year. 

(c) Manufacturing quotas for registered manufacturers 
On or before October 1 of each year, upon application therefore by a registered manufacturer, the 
Attorney General shall fix a manufacturing quota for the basic classes of controlled substances in 
schedules I and II that the manufacturer seeks to produce. The quota shall be subject to the provisions of 
subsections (a) and (b) of this section. In fixing such quotas, the Attorney General shall determine the 
manufacturer's estimated disposal, inventory, and other requirements for the calendar year; and, in 
making his determination, the Attorney General shall consider the manufacturer's current rate of disposal, 
the trend of the national disposal rate during the preceding calendar year, the manufacturer's production 
cycle and inventory position, the economic availability of raw materials, yield and stability problems, 
emergencies such as strikes and fires, and other factors. 
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(d) Quotas for registrants who have not manufactured controlled substance during one or more preceding 
years 
The Attorney General shall, upon application and subject to the provisions of subsections (a) and (b) of 
this section, fix a quota for a basic class of controlled substance in schedule I or II for any registrant who 
has not manufactured that basic class of controlled substance during one or more preceding calendar 
years. In fixing such quota, the Attorney General shall take into account the registrant's reasonably 
anticipated requirements for the current year; and, in making his determination of such requirements, he 
shall consider such factors specified in subsection (c) of this section as may be relevant. 

(e) Quota increases 
At any time during the year any registrant who has applied for or received a manufacturing quota for a 
basic class of controlled substance in schedule I or II may apply for an increase in that quota to meet his 
estimated disposal, inventory, and other requirements during the remainder of that year. In passing upon 
the application the Attorney General shall take into consideration any occurrences since the filing of the 
registrant's initial quota application that may require an increased manufacturing rate by the registrant 
during the balance of the year. In passing upon the application the Attorney General may also take into 
account the amount, if any, by which the determination of the Attorney General under subsection (a) of 
this section exceeds the aggregate of the quotas of all registrants under this section. 

(f) Incidental production exception 
Notwithstanding any other provisions of this subchapter, no registration or quota may be required for the 
manufacture of such quantities of controlled substances in schedules I and II as incidentally and 
necessarily result from the manufacturing process used for the manufacture of a controlled substance 
with respect to which its manufacturer is duly registered under this subchapter. The Attorney General 
may, by regulation, prescribe restrictions on the retention and disposal of such incidentally produced 
substances. 

-SOURCE-

(Pub. L. 91-513, title II, Sec. 306, Oct. 27, 1970, 84 Stat. 1257; Pub. L. 94-273, Sec. 3(16), Apr. 21, 1976, 
90 Stat. 377.) 

-REFTEXT-

REFERENCES IN TEXT 

Schedules I and II, referred to in text, are set out in section 812(c) of this title. 

-MISC2-

AMENDMENTS 

1976 - Subsec. (c). Pub. L. 94-273 substituted "October" for "July". 

EFFECTIVE DATE 

Section effective on first day of seventh calendar month that begins after Oct. 26, 1970, but with Attorney 
General authorized to postpone such effective date for such period as he might determine to be 
necessary for the efficient administration of this subchapter, see section 704(c) of Pub. L. 91-513, set out 
as a note under section 801 of this title. 

-SECREF-
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SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 823, 824, 842 of this title. 

"Home" 'Contents' [Search" [What's Newl [Help" [Feedback' 
[Previous Section] [Next Section] 

From the U.S. Code Online via GPO Access [www.gpoaccess.gov] [Laws in effect as of January 3, 2007] 
[CITE: 21USC826] 

Section 826. Production Quotas for Controlled Substances 

(a) Establishment of total annual needs 

The Attorney General shall determine the total quantity and establish production quotas for each 
basic class of controlled substance in schedules I and II and for ephedrine, pseudoephedrine, and 
phenylpropanolamine to be manufactured each calendar year to provide for the estimated 
medical, scientific, research, and industrial needs of the United States, for lawful export 
requirements, and for the establishment and maintenance of reserve stocks. Production quotas 
shall be established in terms of quantities of each basic class of controlled substance and not in 
terms of individual pharmaceutical dosage forms prepared from or containing such a controlled 
substance. 

(b) Individual production quotas; revised quotas 

The Attorney General shall limit or reduce individual production quotas to the extent necessary 
to prevent the aggregate of individual quotas from exceeding the amount determined necessary 
each year by the Attorney General under subsection (a) of this section. The quota of each 
registered manufacturer for each basic class of controlled substance in schedule I or II or for 
ephedrine, pseudoephedrine, or phenylpropanolamine shall be revised in the same proportion as 
the limitation or reduction of the aggregate of the quotas. However, if any registrant, before the 
issuance of a limitation or reduction in quota, has manufactured in excess of his revised quota, 
the amount of the excess shall be subtracted from his quota for the following year. 

(c) Manufacturing quotas for registered manufacturers 

On or before October 1 of each year, upon application therefor by a registered manufacturer, the 
Attorney General shall fix a manufacturing quota for the basic classes of controlled substances in 
schedules I and II and for ephedrine, pseudoephedrine, and phenylpropanolamine that the 
manufacturer seeks to produce. The quota shall be subject to the provisions of subsections (a) 
and (b) of this section. In fixing such quotas, the Attorney General shall determine the 
manufacturer's estimated disposal, inventory, and other requirements for the calendar year; and, 
in making his determination, the Attorney General shall consider the manufacturer's current rate 
of disposal, the trend of the national disposal rate during the preceding calendar year, the 
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manufacturer's production cycle and inventory position, the economic availability of raw 
materials, yield and stability problems, emergencies such as strikes and fires, and other factors. 

(d) Quotas for registrants who have not manufactured controlled substance during one or more 
preceding years 

The Attorney General shall, upon application and subject to the provisions of subsections (a) and 
(b) of this section, fix a quota for a basic class of controlled substance in schedule I or II for any 
registrant who has not manufactured that basic class of controlled substance or ephedrine, 
pseudoephedrine, or phenylpropanolamine during one or more preceding calendar years. In 
fixing such quota, the Attorney General shall take into account the registrant's reasonably 
anticipated requirements for the current year; and, in making his determination of such 
requirements, he shall consider such factors specified in subsection (c) of this section as may be 
relevant. 

(e) Quota increases 

At any time during the year any registrant who has applied for or received a manufacturing quota 
for a basic class of controlled substance in schedule I or II or for ephedrine, pseudoephedrine, or 
phenylpropanolamine may apply for an increase in that quota to meet his estimated disposal, 
inventory, and other requirements during the remainder of that year. In passing upon the 
application the Attorney General shall take into consideration any occurrences since the filing of 
the registrant's initial quota application that may require an increased manufacturing rate by the 
registrant during the balance of the year. In passing upon the application the Attorney General 
may also take into account the amount, if any, by which the determination of the Attorney 
General under subsection (a) of this section exceeds the aggregate of the quotas of all registrants 
under this section. 

(0 Incidental production exception 

Notwithstanding any other provisions of this subchapter, no registration or quota may be 
required for the manufacture of such quantities of controlled substances in schedules I and II or 
ephedrine, pseudoephedrine, or phenylpropanolamine as incidentally and necessarily result from 
the manufacturing process used for the manufacture of a controlled substance or of ephedrine, 
pseudoephedrine, or phenylpropanolamine with respect to which its manufacturer is duly 
registered under this subchapter. The Attorney General may, by regulation, prescribe restrictions 
on the retention and disposal of such incidentally produced substances or chemicals. 

(g) Reference to ephedrine, pseudoephedrine, or phenylpropanolamine 

Each reference in this section to ephedrine, pseudoephedrine, or phenylpropanolamine includes 
each of the salts, optical isomers, and salts of optical isomers of such chemical. 

(Pub. L. 91-513, title II, Sec. 306, Oct. 27, 1970, 84 Stat. 1257; Pub. L. 94-273, Sec. 3(16), Apr. 
21, 1976, 90 Stat. 377; Pub. L. 109-177, title VII, Sec. 713, Mar. 9, 2006, 120 Stat. 264.) 
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References in Text 

Schedules I and II, referred to in text, are set out in section 812(c) of this title. 

Amendments 

2006--Subsec. (a). Pub. L. 109-177, Sec. 713(1), inserted "and for ephedrine, pseudoephedrine, 
and phenylpropanolamine" after "for each basic class of controlled substance in schedules I and 
II". 

Subsec. (b). Pub. L. 109-177, Sec. 713(2), inserted "or for ephedrine, pseudoephedrine, or 
phenylpropanolamine" after "for each basic class of controlled substance in schedule I or II". 

Subsec. (c). Pub. L. 109-177, Sec. 713(3), inserted "and for ephedrine, pseudoephedrine, and 
phenylpropanolamine" after "for the basic classes of controlled substances in schedules I and 11". 

Subsec. (d). Pub. L. 109-177, Sec. 713(4), inserted "or ephedrine, pseudoephedrine, or 
phenylpropanolamine" after "that basic class of controlled substance". 

Subsec. (e). Pub. L. 109-177, Sec. 713(5), inserted "or for ephedrine, pseudoephedrine, or 
phenylpropanolamine" after "for a basic class of controlled substance in schedule I or II". 

Subsec. (f). Pub. L. 109-177, Sec. 713(6), inserted "or ephedrine, pseudoephedrine, or 
phenylpropanolamine" after "controlled substances in schedules I and II", "or of ephedrine, 
pseudoephedrine, or phenylpropanolamine" after "the manufacture of a controlled substance", 
and "or chemicals" after "such incidentally produced substances". 

Subsec. (g). Pub. L. 109-177, Sec. 713(7), added subsec. (g). 1976--Subsec. (c). Pub. L. 94-273 
substituted "October" for "July". 

Effective Date 

Section effective on first day of seventh calendar month that begins after Oct. 26, 1970, but with 
Attorney General authorized to postpone such effective date for such period as he might 
determine to be necessary for the efficient administration of this subchapter, see section 704(c) 
of Pub. L. 91-513, set out as a note under section 801 of this title. 

Coordination With United States Trade Representative 

Pub. L. 109-177, title VII, Sec. 718, Mar. 9, 2006, 120 Stat. 267, provided that: "In implementing 
sections 713 through 717 and section 721 of this title [amending this section and sections 830, 
842, 952, 960, and 971 of this title], the Attorney General shall consult with the United States 
Trade Representative to ensure implementation complies with all applicable international treaties 
and obligations of the United States." 
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CSA - Historical Perspective: 

Pure Food and Drug 
Act, 1906 
(labeling) 

Drug Abuse Control 
Amendments 1965 

Narcotic 
Manufacturing Act 

1960 

Harrison Narcotic Act, 
1914 - 

(licensure and record-
keeping) 

Chemical Precursor 
Convention, 

88 

Psychotropic 
Substances Act, 1978 
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Levels of Drug Control 
• Schedule I (CI) 

• Substances with high abuse potential and no medical utility 
(most restrictive) 

• Schedule II (CIO 
• Substances with hiffiribir ese potential an medical utility 

• Schedule III, IV and V (CIII, CIV, CV)—
• Substances with medical utility in the U.S. and high (CIII) I I) to 

progressively lower levels of abuse potential, dependence 
profile and regulatory controls 

• Ephed, Pseudo & PPA (List 1)-' NEED *UOTA MFG/IMPORT 
Substances used for manufacture of cough & cold medicines and 
vet products. Can also be used for illicit manufacture of 
methamphetamine & amphetamine 
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Purpose of Quotas 
Provide for legitimate need of Schedule I and I I 
controlled substances and three list 1 chemicals 
(E, PE, and PPA) 

Restrict the manufacture and procurement to 
those manufacturers registered by DEA 

Limit the quantity of drugs in Schedule I and I I, 
and three list 1 chemicals (E, PE, PPA) which 
may be manufactured or produced in U.S. 
Provide adequate inventories 
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Quota Requirements 
Schedule I and II Controlled 

Substances 

Aggregate Production Quotas 
(21 CFR 1303.11 and 1303.13) 

Individual Manufacturing Quotas 
(21 CFAi303.21 through 1303.27) 

Procurerrent Quotas 
(21 CFR 1303.12) 
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Aggregate Production Quotas 

Upper limit of national production 
Established annually with one revision 

Federal Register notices required 
Schedules I and II controlled 
substances (basic classes) es v as rif a  
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Relationship Between Aggregate 
and Manufacturing Quotas 

APQ = 244 kg 

15 

100 

24 

• Nlanufacturer A 

• Manufacturer B 

Nlanufacturer (~ 

• Nlanufacturer 1) 

lanufacturer 14: 

emaining APQ 
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Manufacturing Quotas 
U. 
M• 

MN 
ME

NM 
ME

NM 
NM 11 

1±111W, JEW 11III 

Bulk manufacturers of Schedules I and I I 
controlled substances whose methods 
include: 

Extraction from plant material i.e. coca 
leaf, opium, poppy straw concentrate 
Synthetic routes i.e. 

hydrocodone from codeine 
Controlled from non-controlled substance/chemical 
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Manufacturing Quotas 

EStabli5P iffi ax pp m amount which may 
be duga„urced in a calendar year 

*DEA registered bulk manufacturers 
cannot exceed manufacturing quota 

np Establish guidelines for inventory 
allowances 
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  Manufacturing Quota 
Inventory Allowance 

1 CFR 1303.24 

50% of average net disposals for current and 
preceding year for current manufacturers 
50% of reasonably estimated net disposal for 
current year for new manufacturers 

Q, During calendar year may 
estimated net disposal 

M Exceeding 65% will until 
inventory is less than 60% of net disposals 

not exceed 6i of 
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APQ-MQ-PQ 

MQ 

PQ 
MQ 

PQ 
PQ 

PQ 
PQ pr 

*Packaging/Labeling are not counted against the APQ/AAN 
Vol. 1



Procurement Quotas 
Manufacturers who procure a Schedule I or 
II controlled substance, or List 1 chemical 
for the purposes of: 

Converting bulk API into finished dosage forms 

Formulating products such as 
FDA approved pharmaceuticals 
Exempt chemical preparations 
Reference standards 

*C. 

Packaging, repackaging, labeling or re-labeling 
a commercial container or dosage form 

PQ always received for these activities 13 Vol. 1



0 o 4  Procurement Quotas
•

DEA registered manufacturers 
Establishes maximum amount which may be 
acquired in a calendar year 
Certification of adequate quota needed to 
place order (21 CFR 1303.12(f)) 
Cannot exceed procurement quota 
Sum of procurement quotas determines 
amount of bulk material to be produced 
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Procurement Quota 
Frequently Asked Questions 

Registration number changed 
New Quota is needed to receive inventory 
of old registration 
New Quota is needed to continue activity 
under new registration 
Must submit new quota applications 
online once all necessary drug codes have 
been added to registratio 

• 

QUOTA DOES NOT TRANSFER 
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Procurement Quota - • 
Frequently Asked Questions 

AnalytictliM Standards 
No quota is needed as per 21 CFR 
1303.12(e)(2). 

Research 
No quota needed for research registration per 
21 CFR 1303.12(e)(3) 
Be aware of what is considered research versus 
manufacturing 
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Who Needs Quota? Following a 
Product From Start To Finish 

A Bulk manufacturer imports poppy straw for morphine 
extraction. They sell the extracted morphine to 
company "A" which converts the bulk morphine into 
beads and encapsulates them. 

Company " A" sends the finished morphine capsules to 
their bottling and labeling company "B." 

Company "B" bottles and labels the finished dosage 
units and sends them to a distributing company. 
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Who need Quotas - Poppy Straw to Packager 

Bulk MFG 
Imports CPS for extraction 

To morphine 

•P Q to receive 
imported C P S 
•MQ to extract 
morphine 

Dosage Form 
MFG 

makes morphine / 
tablets / 

• P Q to procure morphine 
& mfg tablets 

Packager/ 
Labeler 

• PQ to receive 
tablets 

CPS = Concentrated Poppy Straw 
MFG = Manufacturer 
PQ = Procurement Quota 

Q = Manufacturing Quota 
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Who Needs Quota Answers: 
Bulk manufacturer 

Procurement quota (CPS) is required to transfer the 
Imported material to their manufacturing registration. 
Manufacturing Quota (morphine) is required to 
extract morphine from the poppy straw. 

Company A — dosage form manufacturer 
Procurement Quota (morphine) is required to procure 
bulk morphine for dosage form manufacturing. 

Company B — relabeler/repackager manufacturer 
Procurement Quota (morphine) is required to acquire 
the finished dosage units for packaging and product 
labeling. 
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Combat Methamphetamine 
Epidemic Act 2005 (CMEA) 

Enacted on March 9, 2006 

Pseudoephedrine Ephedrine, and 
Phenylpropanolamine 

Additional legislative and regulatory controls on the 
manufacture, distribution, importation, and 
exportation of these List 1 chemicals 

Registration now required for each physical location 
(manufacturer, distributor, importer or exporter) 
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Quota Provisions of CMEA 

Interim Final Rule - July 10, 2007 (71 FR 56008) 

Bulk manufacturers who synthesize EPH, PSE and 
PPA must obtain a manufacturing quota (DEA-189). 

Manufacturers who purchase EPH, PSE and PPA 
must obtain a procurement quota (DEA-250). 

Dosage form manufacturers, packagers, labelers, 
repackagers and relabelers 

Importers who import EPH, PSE and PPA (or 
products containing EPH, PSE, and PPA) must obtain 
an import quota (DEA-488). 
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CMEA Quota Requirements 
Pursuant to 21 CFR Part 1315 

Assessment of Annual Needs 
(21 CFR 1315.11 and 1315.13) 
Individual Manufacturing Quotas 
(21 CFR 1315.21 through 1315.27) 
Procurement Quotas 
(21 CFR 1315.30 and 1315.32) 
Import Quotas 
(21 CFR 1315.34 and 1315.36) 
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Import Quotas - 

DEA registered importer 
Only applies to E, PE, PPA 

n Established maximum amount which 
may be imported in a calendar year 

n Quota adjustments may be requested 
at any time during the calendar year 
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Relationship Between Assessment 
of Annual Needs and Quotas 

❑ 

■ Manufacturer A 

Manufacturer B 

❑ Importer T 

■ Importer X 

❑ Importer Y 

❑ Remaining 

AN = 164 kg 
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Frequently Asked List I Quota 
Questions 

Can a DEA registered analytical lab import List 
I chemicals as a coincidental activity? 

Only DEA registered importers may import 
List I chemicals. Analytical labs may import 
controlled substances as a coincident activity 
only. 
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Frequently Asked List I Quota Questions 
(Cont) 

Does a manufacturer who consumes all of a list I 
chemical internally qualify as an "end user"? 

All DEA registered manufacturers who procure List I 
chemicals for a manufacturing activity must have quota, 
including those who do not distribute these list I chemicals. 

The absence of this information would prevent DEA from 
considering all relevant information required by law when 
establishing the assessment of annual needs. 
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Frequently Asked List I Quota 
Questions (cont) 

Can an importer of list I chemicals accept 
returns? 

Returns to an Importer are not allowed 
under the current statute and regulations. 
However, if the material is "not usable" and 
returned to the importer then this will be 
allowable as an "incomplete transaction" 
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Frequently Asked List I Quota 
Questions (Cont) 

I am an importer and have a new customer 
can I supply the List I chemical to them? 

n You may import to the extent of your firms 
import quota and may supply API to your 
customers who can supply certification that 
they have quota to receive this material. You 
may request an adjustment to your firm's 
import quota at anytime. 
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Who Needs Quota? Following a 
Product From Start To Finish 

A Bulk manufacturer imports bulk 
ephedrine for conversion into 
pseudoephedrine. They sell the 
pseudoephedrine to Company "A" which 
converts the bulk pseudoephedrine into 
dosage forms. 

• 
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Who need Quotas - import ephedrine to pseudo 

Ephedrine 1111, 
Chemical 
Importer 

Imports ephedrine 

•IQ to receive 
imported ephedrine 

MFG = Manufacturer 
PQ = Procurement Quota 
MQ = Manufacturing Quota 

BULK 
MFG 

makes pseudo 

Dosage Form 
MFG 

• PQ to receive 
• PQ to procure ephedrine pseudo powder 
• MQ to convert ephedrine 

to pseudoephedrine 

Packager/ 
Labeler 

(if necessary) 

• PQ to receive pseudo dosage forms 
(Packaging/Labeling = mfg activity) 
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Who Needs Quota Answers: 
Importer 

n Import quota (ephedrine) is required to import the 
ephedrine into the U.S. under an importer 
registration. 

Bulk manufacturer 

n 

n 

Procurement quota (ephedrine) is required to 
transfer the ephedrine from their importer 
registration to their manufacturing registration. 
Manufacturing Quota (pseudoephedrine) is required 
to manufacture pseudoephedrine from the 
ephedrine. 
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Who Needs Quota Answers: 
(cont) 

Company A — dosage forreanufacturer 

11 Procurement Quota (pseudoephedrine) is required to 
procure bulk pseudoephedrine for dosage form 
manufacturing 

Company B — repackager / relabeler 

Procurement Quota (pseudoephedrine) is required to 
procure bulk dosage form for packaging/ labeling 
activities 
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Federal Registers Cycle 

OS OS 
1. Proposed 30 day 3. Proposed 30 Day 

Initial Comment Revised Comment 
AAN & APQ period AAN & APQ period 

2. Established 
Initial 

AAN & APO 

4. Established 
Final 

AAN & APQ 
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Overview of Procedure for 
Setting the Aggregate 

Production Quota 

To develop the APQ for the United States, 
DEA considers: 
n Applications for manufacturing and 

procurement quotas from DEA registered 
manufacturers 

Estimates 
Other Considerations 

A 
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Data Used to Establish Quotas: 
Company Data Includes 

i.tt 
•Mr• ". 

►1,.

pp

r

q Inventory 

q Dispositions 
q Acquisitions 
q Other factors such as yields, product 
development needs, etc. 
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Data Used to Establish Quotas: 
FDA Information Includes 

q New, discontinued, and recalled 
drug products 

q New indications for previously 
approved dosage forms 

q New dosage forms 
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Other Considerations 

a 

IS 

Abuse Data 
Consumption Data 
Trafficking Data 
Investigational Studies 
Diversion Data 
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S 

Overview of Procedure for 
Setting the Assessment of 

Annual Needs 

v To develop the assessment of 
annual needs for the United 
States, DEA considers: 

Applications for import, manufacturing and 
procurement quotas from DEA registered 
majkijacturers and importers. 
FDA Information 
Trends in the national rate of disposals 
(sales/utilization). 

k Actual and estiowateUventories. 
aokt Projected demand for the list I chemicals 

PE, E, PPA 
Other factors 
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PROCUREMENT 

• DEA Form 250 
• Dosage form 

manufacturers 
• Packagers 
• Labelers 
• Repackager 
• Relabelers 

MANUFACTURI 

•DEA Form189 
•Bulk Manufacturers 

IMPORT 

•DEA 488 & Form A 
•Importers of List I 

chemicals 
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Contact 
UN Reporting & Quota Section 

Christine A. Sannerud, PhD, Chief 
Chris.A.Sannerud@usdoj.gov 

Stacy Harper-Avilla, MSc, Unit Chief 
Stacy.Harper-Avilla@usdoj.gov 
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1.0 Introduction 

The Drug Enforcement Administration (DEA) is the US competent body charged with the 

management of controlled substances and chemicals for scientific, medical, and industrial 
applications while preventing diversion of these same substances and chemicals. To manage 
this complex system, DEA requires that manufacturers of Schedule I and II controlled 

substances and the importers and manufacturers of ephedrine, pseudoephedrine, and 
phenylpropanolamine (CMEA List I chemicals) apply for quotas to control the quantity of 

material produced or procured per calendar year for US requirements. These individual import 

and procurement requests are aggregated to determine bulk manufacturer requirements, 

aggregate production quotas (APQ), annual assessment of needs (AAN), and generate reports to 
the United Nations regarding the consumption and manufacturing of Schedule I and II 

controlled substances and CMEA List I chemicals. 

These specific individual importers and manufacturers apply for yearly importation and 

manufacturing quota allowances based on historical sales data and forecasted trends in their 
market. This information is transmitted to DEA through quota application forms DEA 189, DEA 

250, and DEA 488. The individual manufacturing quota form - DEA 189 is for use by individual 

manufacturers that extract or synthesize a schedule I or II substance from plant material or 

other controlled substances. The procurement quota form - DEA 250 is required for dosage 
form manufacturers, compound pharmacies, labelers/relabelers, and packagers/repackagers. 
The importation form - DEA 488 is for use by the CMEA List I chemical importers. 
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1.1 Login 

U.S. Department of Justice Drug Lntorccment Administration 

Office of Diversion Control 

Application for Quota Allotment 

User Login 
• If you are a corporate user. enter your user name. password and DEA Number 
• If you are a corporate administrator enter your user name and password, and the DEA Number of the registrant for 

which you will be managing user accounts 
• If you are a DEA administrator. enter your user name and password and the DEA Number of the registrant for which 

you will be managing user accounts. 

DEA Number: II

Username: [ 

Password: 

Change Password: 0 

Reset 

Figure 1: Login 

Enter the following: 

• DEA Number: the unique identifying number issued to each registrant upon enrolling 
with the DEA. 

• Username: the user account name, provided by ODE. 

• Password: the unique identifying set of characters comprised of alphanumerical and 
special characters used to access an account, initially provided by ODE. 

To clear the fields, click the Reset button. 

Click the Next button on this page to proceed to the Login Confirmation screen. An error will be 

displayed if any of the entered information is incorrect. 

On the Login Confirmation screen, click the 
return users to the Login screen. 

Next button to continue. The Back) button will 
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1.2 Changing the Password 
To change the current password, check the Change Password checkbox on the Login screen 

before clicking the Next button. 

U.S. Department of Justice Drug Enforcement Administration 

Office of Diversion Control ., 

Application for Quota Allotment 

Change User Password 

Password requirements: 
• Must contain between four and ten characters. 
• Must contain at least one uppercase character. 
• Must contain at least one lowercase character. 
• Must contain at least one digit 

DEA Number: 

Username: 

Current Password: 

New Password: 

Confirm New Password: 

IANRACE 

Plese fill in the empty fields and click Next. 

Back 

Figure 2: Change Password 

Reset Next 

New passwords must be between 4 - 10 characters in length and contain at least one of the 

following: 

• One (1) uppercase letter 

• One (1) lowercase letter 

• One (1) number 

Enter the current password into the field provided. The new password must be entered twice to 

ensure accuracy. 

When the fields have been filled, click the Next button. Quotas passwords will not expire. 
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2.0 Quota Application 

2.1 Manufacturers and Types of Quota 
Manufacturers can apply for three (3) different types of quota. The table below specifies the 

distinction between manufacturers, quotas, and controlled substances/CMEA List I chemicals. 

Type of Account 

Manufacturer 

Bulk Manufacturer 

Chemical Manufacturer 

List I Chemical Importer 

Type of Quota 

Procurement 

Procurement, Manufacturer 

Procurement, Manufacturer 

Import 

Substance/Chemical 

Substance 

Substance 

Chemical 

Chemical 

2.2 Quota Application 
After confirming the account login, Quotas will load the Main Selection Menu. An initial quota 
may be requested or an already submitted quota request may be amended. 

U.S. Department of Justice Drug Enforcement Administration 

Application for Quota Allotment 

Main Selection Menu 

Quota Type 
® Procurement 
O Manufacturer 

Import 

Note The list of controlled substances will only display drugs that are currently listed under 
our registration. If you do not see the drug you are seeking, please contact your local field 

office to have the drug added to ,,our registration. 

Controlled Substance 
— Listed in Alphabetical Order (Selet One) ---

Quota Year 
O Current Year (2011) 
O Next Year (2012) 

To file a new request for quota allotment or revise an existing one. select Quota Type. Controlled Substance and 
Reporting Year. then click Next 
To see the status of any requests for quota allotment that you have previously submitted to DEA. click Status 

Exit 

Figure 3: Main Selection Menu 

Status 
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The following information must be selected before the application process may continue. 

• Quota Type: the type of quota being requested. 

• Controlled Substance: the controlled substance for which a quota is being requested. 
List I chemical manufacturers and importers will only see the chemicals ephedrine, 
pseudoephedrine, and phenylpropanolamine. No substance or chemical will be listed in 
the drop-down menu if it hasn't first been registered to the requesting manufacturer. 

• Quota Year: the year during which the quota will be applied. 

After all selections have been made, click the Next button. Following this page, the current or 
future year-end inventory, acquisitions, and dispositions are estimated and the quota amount is 
requested. 

Note that the following screen will only be displayed if a request for the selected substance or 
chemical has already been submitted. 

. ...--. i U.S. Department of Justice Drug Enforcement Administration 
,,,,:____,,,,,, Office of Diversion Control i

Application for Quota Allotment 

Quota Request Amendment 

Notice 
You have previously filed a quota allotment request for the substance noted above. The request was filed on Mar 02. 
2011 in the amount of 585.000 grams. The Reference Number is 108019. 

In the pages that follow. your original data values for the request will be displayed. You may freely remove. append or 
amend this data Once you complete this amended request, it will be filed with its own reference number and will 
become the new statement of record for the requested quota allotment for this substance. 

Current Selection 

Quota Type Quota Year Drug Code Drug Name Pending Quota Approved Quota 

Procurement 2011 8113(B) EPHEDRINE (FOR SALE) 585.000 .000 

Back Next 

Figure 4: Quota Amendment Notice 

Click the Next button to proceed to the Year-End Estimates screen. 

Note that the fields, as displayed on the following page, will already contain values if this is an 
amendment to an already submitted quota. 

Enter the estimated amounts of the controlled substance or listed chemical expected to be held 
in inventory, disposed/sold to other entities, and acquired from other entities by the end of the 
selected year (Figure 5, next page). At least one field must contain a value other than zero (0) 
before the quota application process may proceed. 
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( -4-t—Nil - S+..

. i lt 

U S Department of Justice Drug Lntorcernent Administration 

Controli 

Allotment 

III 

I 

Office of Diversion 

Application for Quota 

Year-End Estimates 
for Reporting Year 2011 

Current Selection 

Quota Type Quota Year Drug Code Drug Name Pending Quota Approved Quota 

Procurement 2011 1225(A) PHENYIPROPANOLAMINE (FOR CONVERSION) .000 

DEA Form 250 -- Box 12 
Eenter your estimated year-end report projections in the fields provided 

Use the TAB and SHIFT-TAB keys to tab forward and backward among the fields 
All amounts are expressed as grams of anhydrous base or alkaloid, not as salt. 

Reporting Year 2009 
(actual) 

2010 
(actual) 

2011 
 (estimated) 

Inventory (as of Dec 31) 

Bulk controlled substance (API) 0.000 0.000 0.000 

In-process material (in all forms) 0.000 0 000 0.000 

Finished dosage forms (bulk andlor packaged) 0.000 0.000 0 4 ,7' 
= 

0 003 Total 0.000 0.000 

Dispositions 

Domestic 0.000 0.000 0.000 

Exports 0.000 0.000 0.000 

Total 0.000 I 0.000 I 0.000 

Acquisitions 

Domestic 0.000 r 0 000 0 000-I 
0 000 0 000 

0 000 0 000 

Imports 0.000 

I Total I 0.000 

Click flex to advance to the next page.

Reset Return [ Next 

Figure 5: Year-End Estimates 

All entered values must be expressed as grams of anhydrous base or alkaloid, not as salt. 

• Bulk controlled substance (API [Active Pharmaceutical Ingredient]): the measure 
of bulk (non-packaged) substances or chemicals held in inventory. 

• In-process material (in all forms): the measure of substances or chemicals in process 
for conversion. 

• Finished dosage forms (bulk and/or packaged): the measure of substances or 

chemicals to have completed processing. 
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• Domestic: the measure of substances or chemicals to have either been disposed or 
acquired within the United States. 

• Exports/Imports: the measure of substances or chemicals to have either been disposed 
or acquired internationally. 

Note that a fourth column will be displayed if the Next Year option is selected on the Main 
Selection Menu screen (see Figure 3). The current year column will be unavailable for editing. 

Click the Next button to proceed to the Quota Request screen. 

U.S. Department of Justice Drug Enforcement Administration 

Office of Diversion Control 

Application for Quota Allotment 

Quota Request 
for Reporting Year 2011 

Current Selection 

Quota Type Quota Year Drug Code Drug Name 

Procurement 2011 1225(A) PHENYLPROPANOLAMINE (FOR CONVERSION) 

Pending Quota Approved Quota 

000 

Quota History 
(DEA Form 250 -- Box 11) 

Enter the :ota: value for your quota allotment request in the field provided 
All amounts are expressed as grams of anhydrous base or alkaloid, not as salt. 

--- History (Approved) --- --- Current Request ---
2008 2009 2010 2011 

0.000 0 000 0 000 

Quota Allotment Request by Category 

Sub-divide your total quota request by category 
You must provide a value for at least one category and the sum of the categories must equal the total quota request 

Use the TAB and SHIFT-TAB keys to tab forward and backward among the fields 

Commercial Manufacturing : 

Product Developement : 

Packaging : 

Replacement : 

Transfer : 

Total : 

Click Next to advance to the next page.

Reset Back Next 

Figure 6: Quota Request 

Sub-divide the total quota request by category. If quota will not be used toward a category, 
enter zero (0) into the relevant field. Click the  Reset  button to clear the fields. 
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The total value of the sub-category quota requests must equal the value entered in the Current 

Request field. 

List I chemical importers will see the Product Type section rather than the Quota Allotment 

Request by Category section. In that case, select the type of List I chemical product being 
imported. 

Product Type 

Select the type of product for this substance 

0 Bulk API or finished dosage forms in bulk. 0 Finished product for distribution only 

Figure 7: Import Product Type 

After the desired fields have been filled and selection been made, click the 

Report Selection Menu will be displayed. 

Next button. The 

U.S. Department of Justice Drug Enforcement Administration 

Application for Quota Allotment 

Report Selection Menu 

Current Selection 

Quota Type Quota Year Drug Code Drug Name Pending Quota Approved Quota 

Procurement 2011 1225 PHENYLPROPANOLAMINE (FOR CONVERSION) 2,513.000 000 

Sub-Reports Selection 

In order to complete your application for quota allotment. you will need to provide additional information using the sub-reports 
below To fill out a sub-report click the Report Link to advance to the corresponding report form If the color of the sub-report link 
is gray it means there are sub-reports already on file You may review and/or update these by clicking the link You will not he 
able to advance to the next page until all required sub-reports have been completed 

Required Optional Current Request Report Link 
Commercial Manufacturing Optional Converted Substances (DEA Form 250 -- Box 13) 

Optional 894.000 Commercial Manufacturing 
Dosage Forms (DEA Form 250 -- Box 14) 

Required 984.000 Product Development (DEA Form 250 -- Box 14) 
Required 543.000 Packaging (DEA Form 250 — Box 14) 
Required 151.000 Replacement 
Required 484.000 Transfer 

If you have completed all required sub-reports click Next to continue 

Back 

Figure 8: Report Selection Menu 

Next 

Refer to section 3.0 Quota Sub-Category Forms for information about the Quota sub-

category forms. When finished, click the Next  button. 
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Drug Enforcement Administration 

Office of Diversion Controli 

Application for Quota Allotment 

Quota Type Quota Year Drug Code 

Final Summary 

Current Selection 

Drug Name Pending Quota Approved Ouota 

Procurement 2012 8112 PSEUDOEPHEDRINE (FOR CONVERSION) 3.056.000 .000 

Year-End Report Data 

2009 (actual) 2010 (actual) 2011 (estimates) 2012 (estimates) 

Inventory 0 000 0.000 0.000 4.355.643.000 
Dispositions 0 000 0 000 454.000 658 000 
Acquisitions 0 000 0 000 0.000 1 308 000 

Quota Allotment Request by Category 

Comm Man Prod Dev Packaging Replacements Transfers Total 

894.000 984.000 543.000 151.000 484.000 3.056.000 

Remarks 

Click Submit to transmit your data to DEA. 
Click Return to go back to the Year-End Estimates page to modify any part of this .-eouest. 

I Return Submit 

Figure 9: Final Summary 

Review the summary of the quota request. Any additional remarks should be placed in the 

Remarks field. 

If a mistake was made, click the Return button to return to the Main Selection Menu. 

Click the  Submit  button to complete the Quota request. A reference number will be assigned to 

the quota request (Figure 10, following page). Reference this number in any emails to ODQ 

concerning this quota request. 

A PDF copy of the Quota request application may be saved to a local computer for printing. Click 
the  Print )button to create the PDF copy. 
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— s'A U.S. Department of Justice Drug Enforcement Administration - 

Office of Diversion Control I . ic• , --t=„) 

Application for Quota Allotment 

Summary Confirmation 

Current Selection 

Quota Type Quota Year Drug Code Drug Name Pending Quota Approved Quota 

Procurement 2011 1225(A) PHENYLPROPANOLAMINE (FOR CONVERSION) 2,513.000 .000 

Confirmation 

You have successfully submitted a Quota Allotment Request for the substance noted above. Your reference 
number is. 

108035 

You may contact DEA via email at ODE.Quota@USDOJ.gov concerning this transaction. Be sure to include the 
reference number in the subject line of all such correspondence. 

If you find a need to amend this request, you may do so by selecting this same substance from the Main 
Selection Menu. At that time all data entry fields will be pre-populated with values from your latest request. 

Printing Options 
You are required by law to retain a copy of this Request for Quota Allotment for a period of seven years after 
the date of the initial request. Click the Print button below and you will be able to print or archive the resultant 
PDF report. 

Print 

Return Exit 

Figure 10: Summary Confirmation 

2.3 Check Application Status 
To check the current status of a pending quota application, click the 
Main Selection Menu. 

The following information is available (Figure 11, subsequent page): 

Status button from the 

• Quota Type: the type of quota for which the application has been submitted 
(procurement, manufacturer, import). 

• Quota Year: they year for which the quota will be applied. 

• Date Submitted: the date on which the request was submitted. 

• Drug Code: the code given to the controlled substance or listed chemical for which a 
quota was requested. 

• Drug Name: the name of the controlled substance or listed chemical for which a quota 
was requested. 

• Quota: the quota amount requested for the applicable year. 
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U.S Department of Justice Drug Enforcement Administration 

Office of Diversion Control 

Application for Quota Allotment 

Quota Request Status 
The following table lists substances for which you have formally requested a quota allotment. and the status of your 
application. Multiple requests for the same substance are sorted sequentially by Drug Name within Quota Type. 

A date in the Date Approved field indicates the date the request was approved Requests that have not been 
approved yet show as "Pending " 

Requests may be amended by returning to the Main Selection Menu and selecting the substance from the list. 

To view the request as a PDF report. click the Request ID link 

Quota Quota Date Drug 
Type Year Submitted Code 

Mar PHLNYLPRUPANOUAMINE-(1-UR PRO 2011 1225 2.513.000 Pending 10803 2011 CONVERSION) 
Mar 30. PHENYLPROPANOLAMINE (FOR PRO 2011 1225 2.513.000 Pending 1a16,2011 CONVERSION) 

PRO 2011 Mar 4. 
1225 PHENYLPROPANOLAMINE (FOR SALE) 4.410.000 Pending 108076 2011 

PRO 2011 Mar 4. 8112 PSEUDOEPHEDRINE (FOR CONVERSION) 5 545 000 Pending 10E074 
2011 

Figure 11: Quota Request Status 

Drug Name Quota Date Request 
Approved ID 

[ Back Print 

• Date Approved: the date on which the quota request was approved. Pending indicates 

that the request is still awaiting final determination by ODQ. Note: Approval date does 

not indicate the quota amount requested is the amount granted. DEA will still send a 
letter (by email and post) indicating the amount of quota granted for the request. 

• Request ID: every quota request is assigned a unique six (6)-digit number. This number 

should be referenced with inquiries concerning the quota request. Click on the Request 
ID to display and/or print the details of that specific request. 

Clicking the Print button will create a PDF copy of the status page information suitable for 
printing. 

To return to the Main Selection Menu, click the Back button. 
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3.0 Quota Sub-Category Forms 

3.1 Commercial Manufacturing (Converted Substances) 
The Converted Substances sub-category form is only available for substances and List I 

chemicals specifically marked for conversion. Filing the Converted Substances sub-category 
form is an optional activity for every type of manufacturer. 

Select a drug from the drop down menu (Figure 12, next page). 

Any selections will be added to the Basic Class to be Manufactured table. If User Choice is 

selected, the name of the drug must be manually entered into the Drug Name column. 

Fill in the estimated year and percentage yield fields and click the 

information will be added to the Summary table. 

I Submit button. The 

To remove a drug from the Summary table, select the Remove radio button. 

Click the Next button to return to the Report Selection Menu (see Figure 8). 
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. ) 

 II U.S. 

Office 
Department of Justice 

of Diversion

Application for Quota 

Drug Enforcement Administration 

Control 

Allotment 

Converted Substances 

Current Selection 

Quota Type Quota Year Drug Code Drug Name Pending Quota Approved Quota 

Procurement 2011 1225(A) 

To convert PHENYLPROPANOLAMINE 
target substances is not in the list. either 
Choice" (the last entry). 

PHENYLPROPANOLAMINE (FOR CONVERSION) 

Basic Class To Be Manufactured 
(DEA Form 250 — Box 13) 

2.513.000 

the substance from 
registration or select 

.000 

the list If the 
"Users 

(FOR CONVERSION) to another substance. select 
contact DEA to have the substance added to your 

— Listed in Alphabetical Order (Select One) -- 

Drug Name Drug 
Code 

2009 
(actual) 

2010 
(actual) 

2011 
(estimated) 

% Yield 
(estimated) 

Fill in the fields above and click Submit.

Reset Submit 

Summary 

Remove Drug Name Drug 2009 2010 2011 % Yield 
Code (actual) (actual) (estimated) (estimated) 

0 Vraxoin 0000 .000 .000 2,524.002 252.24 

To remove an entry. click the Remove radio button. 

Next 

Figure 12: Converted Substances 
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3.2 Commercial Manufacturing (Dosage Form) 
The Commercial Manufacturing sub-category form is only available for procurement 

manufacturers and importers. Filing the Commercial Manufacturing sub-category form is 

optional. 

Complete the following fields (Figure 13, following page): 

• Name: the name of the manufactured dosage form. 

• Mkt Auth: the authority with which the indicated dosage form is marketed. 

• Used <2 years prior>: the amount used two (2) years prior to the current year. 

• Used <1 years prior>: the amount used one (1) year prior to the current year. 

• Est. <quota year>: the estimated amount to be used during the requested year. 

Click the  Submit  button. The information will be added to the Summary table. To remove a 
drug from the Summary table, select the Remove radio button. 

Click the Next button to return to the Report Selection Menu (see Figure 8). 
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c••••• CARL COMWM/IIMIVT com.w.nwroce 
,,:-,44140.1 1- .... =vivo crupoo rr ACHNIIIVIE3 rFurricirg 

PFICE 12P 1 DIVERSION CONTROL 4f , lialk) , 
..m.. 

Application for Quota Allotment 

Commercial Manufacturing 

Current Selection 

Quota Type Quota Year Drug Code Drug Name Pending Quota Approved Quota 

Procurement 2011 1225(A) PHENYLPROPANOLAMINE (FOR CONVERSION) 2,513.000 .000 

Dosage Form Data 
(DEA Form 250 -- Box 14) 
Quota Requested: 894.000 

If you intend to manufacture dosage forms from PHENYLPROPANOLAMINE (FOR CONVERSION). fill out the fields below and click 
Submit You may create as many individual dosage forms as necessary. 

* Name * Mkt Auth * Used 2009 * Used 2010 * Est. 2011 

The * symbol denotes a required field. Number fields must be a valid number between 0 and 999,999,999.999 inclusive 

2011 

Reset Submit 

Summary 

Remove Name Mkt Auth Used Used Est. 2009 2010 

() Traylopanlfaphryn Department of Agriculture 5121 1321 1231 

To remove an entry. click the Remove radio button. 
Click Next to return to the Report Selcetion Menu. 

i Next 

Figure 13: Commercial Manufacturing 
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3.3 Product Development 
The Product Development sub-category form is only available for those requesting 

procurement and manufacturer quotas. Filing the Product Development sub-category form is 

mandatory if the registrant placed a numerical value in the quota allotment by category (see 
Figure 6, page 6). 

Complete the following fields (Figure 14, subsequent page): 

• Name: the name of the substance required for product development. 

• Strength: the strength of the dosage required for product development. 

• Units/Batch: the number of units allotted per batch required for product development. 

• # Batches: the number of batches of the substance required for product development. 

• Purpose: the purpose of the substance's use in product development. 

• Qty: the total quantity expected to produce through product development. 

• Completion Time: the time required to complete product development. 

Click the Submit button. The information will be added to the Summary table. 

To remove a drug from the Summary table, select the Remove radio button. 

Click the Next)button to complete the sub-form and return to the Report Selection Menu (see 

Figure 8). 
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c..... CARL COIRAINTWIVT com.w.nwroce 
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Application for Quota Allotment 

Product Development 

Current Selection 

Quota Type Quota Year Drug Code Drug Name Pending Quota Approved Quota 

Procurement 2011 1225(A) PHENYLPROPANOLAMINE (FOR CONVERSION) 2,513.000 .000 

Dosage Form Data 
(DEA Form 250 -- Box 14) 
Quota Requested: 984.000 

If you intend to manufacture PHENYLPROPANOLAkIINE (FOR CONVERSION) into dosage forms, fill out the fields below and dick Submit 
You may create as many individual dosage forms as necessary. 

* Name * Strength * Units/Batch *# Batches * Purpose * Qty * Completion Time 

The * symbol denotes a required field. Number fields must be a valid number between 0 and 999,999,999.999 inclusive 

Reset Submit 

Summary 

Remove Name Strength Units/Batch # Batches Purpose Qty Completion
Time 

(..) Calafrin 23 gm 125 521 Nausea ".-:.2 2 iv ---,-,-is 

To remove an entry. click the Remove radio button. 
Click Next to return to the Report Selcetion Menu. 

i Next 

Figure 14: Product Development 

17 I Year-End Reporting and Quota Management System, UNLIMITED DISTRIBUTION 

Page 1555 Vol. 1



Quotas User Manual, Version 1.1 April 11, 2011 

3.4 Packaging 
The Packaging sub-category form is only available for those requesting procurement and 

manufacturer quotas. Filing the Packaging sub-category form is mandatory if the registrant 

placed a numerical value in the quota allotment by category (see Figure 6, page 6). 

Complete the following fields (Figure 15, following page): 

• Name: the name of the package into which the substance will be segmented. 

• Strength: the strength of the packaged segments. 

• Units/Pkg: the number of units allotted per package. 

• # Pkgs: the number of segments the package will comprise. 

• Purpose: the purpose of segmenting the substance into packages. 

• Qty: the quantity of total packages required. 

Click the  Submit  button. The information will be added to the Summary table. 

To remove a drug from the Summary table, select the Remove radio button. 

Click the 

Figure 8). 

Next button to complete the sub-form and return to the Report Selection Menu (see 
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. =Ryes crusnzFecammv-r ActivirmarmArrctru - 

E4.fear ) 

4.,..41 

ICE OF DIVERSION CIZIAIT-F101—

Application for Quota Allotment 

Packaging 

Current Selection 

Quota Type Quota Year Drug Code Drug Name Pending Quota Approved Quota 

Procurement 2012 8112 PSEUDOEPHEDRINE (FOR CONVERSION) 3,056.000 .000 

Package Form Data 
(DEA Form 250 -- Box 14) 
Quota Requested: 543.000 

If ; ou intend to segment PSEUDOEPHEDRINE (FOR CONVERSION) Into packages, fill out the fields below and click Submit. You may 
create as many individual package forms as necessary. 

* Name * Strength * Units / Pkg # Pkgs * Purpose * Qty 

7 

The * symbol denotes a required field. Number fields must be a valid number greater than 0 and less than 1,000,000.000 000 

i Reset ( Submit 

Summary 

Remove Name Strength Units / Pkg # Pkgs Purpose Qty 

0 Protaxis 121 35 56 Resale 251 

To remove an entry. click the Remove radio button. 
Click Next to return to the Report Selcetion Menu. 

Next 

Figure 15: Packaging 
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3.5 Replacement 
The Replacement sub-category form is only available for those requesting procurement and 

manufacturer quotas. Filing the Replacement sub-category form is mandatory if a numerical 

value was typed in the quota allotment section (see Figure 6, page 7). 

Enter the following information (Figure 16, subsequent page): 

• Destruction Date: the date the original substance was destroyed. Click this field to 

display a calendar from which the date of destruction may be chosen. 

• Explanation: as well as the reason for its destruction of the original substance or 
chemical. 

Click the Submit ) button. The information will be added to the Summary table. 

To remove a drug from the Summary table, select the Remove radio button. 

Click the  

Figure 8). 

Next button to complete the sub-form and return to the Report Selection Menu (see 
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Application for Quota Allotment 

Replacement 

Current Selection 

Quota Type Quota Year Drug Code Drug Name Pending Quota Approved Quota 

Procurement 2011 1225 PHENYLPROPANOLAMINE (FOR CONVERSION) 2.513 000 .000 

Replacement Data 
Quota Requested: 161.000 

Please provide an explanation of what was destroyed and why. You must submit appropriate documentation. including DEA Form 48 and 
DEA Form 522 (if a reverse distribution was used). Summarize what was destroyed (ie. commercial batches. product development samples 
and retains. bulk API. etc.) and the reason for disposal. 

* Date of Destruction * Explanation 

The * symbol denotes a required field. Number fields must be a valid number between 0 and 999.999 999 999 inclusive 

Remove Date of 
Destruction 

Reset Submit 

Summary 

Explanation 

0 Feb 11, 0005 

To remove an entry. click the Remove radio button. 
Click Next to return to the Report Selcetion Menu.

Next 

Figure 16: Replacement 
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3.6 Transfer 
The Transfer sub-category form is only available for those requesting procurement and 

manufacturer quotas. Filing the Transfer sub-category form is mandatory if a numerical value 

was typed in to the quota allotment (see Figure 6, page 7). 

Enter the DEA number of the manufacturer to whom the substance was transferred, as well as 

the reason for the transfer. 

Click the I Submit button. The information will be added to the Summary table. 

To remove a drug from the Summary table, select the Remove radio button. 

Le CI 1,10..104 T/VI/TAIT OF- —A-012 TLC' 

DRUG/ EIVPOAGGIVIGIV7" A CM/WWII TIRAT704V 

OFF/CE OF DIVERSION CONTROL 

Application for Quota Allotment 

Transfer 

Current Selection 

Quota Type Quota Year Drug Code Drug Name Pending Quota Approved Quota 

Procurement 2011 1225(A) PHENYLPROPANOLAMINE (FOR CONVERSION) 2.513.000 000 

Transfer Data 
Quota Requested: 151.000 

If you intend to transfer PHENYLPROPANOLAMINE (FOR CONVERSION). fill out the fields below and click Submit. You may create as man, 
indMdual Transfer forms as necessary. 

* DEA Number * Explanation 

Please provide details of transfers ie what will be transferred the purpose of the transfer etc 

The * symbol denotes a required field. Number fields must be a valid number between 0 and 999.999.999 999 inclusiw 

Reset Submit 

Summary 

Remove DEA Number Explanation 

RL0401187 Required the further analysis of product in outside independent study. 

To remove an entry. click the Remove radio button. 
Click Next to return to the Report Selcetion Menu. 

Next 

Figure 17: Transfer 

Click the Next button to return to the Report Selection Menu (see Figure 8). 
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3.7 Worksheet A 
The Worksheet A sub-report form is only available for List I chemical importers. Filing the 

Worksheet A sub-report form is mandatory unless the form is submitted via email with the 

reference number of this request displayed in the subject line. 

Enter the following information (Figure 18, next page): 

• DEA Number (if applicable): the registration number assigned by the DEA. 

• Name of Company: the name of the company or manufacturer that the user account 

represents. 

• Address: the mailing address of the company or manufacturer listed above. 

• Phone: the telephone number where the corporate user or administrator may be 

reached. 

• Fax: the fax number where the corporate user or administrator may be reached. 

• Email: the email address where the corporate user or administrator may be reached. 

• Contact Person: the name of the designated representative of the company or 

manufacturer. 

• Quantity to be Sold (as grams of anhydrous base): the estimated quantity of 

chemicals expected to be sold during the requested year. 

• Provide documentation for Quantity to be sold (purchase order, supply 
agreements, etc.): list details supporting the Quantity to be Sold estimate. 

• Intended Use: select one of the three options provided. If "Other" is selected, provide an 
explanation for the intended use of the chemical. 

When all fields have been completed, click the  Submit  button. Quotas will save the sub-report 

form and display a summary of the completed worksheet. 

A worksheet may be removed from the Summary page by selecting the "Remove" radio button. 

Click Next to return to return to the Report Selection Menu (see Figure 8, page 8). 
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OFFICE OF DIVERSION CONTROL 

Quota Type Quota Year Drug Code 

Application for Quota Allotment 

Worksheet-A 

Current Selection 

Drug Name Pending Quota Approved Quota 

Import 2011 1225 PHENYLPROPANOLAMINE (FOR CONVERSION) 12.000 .000 

Worksheet-A Data 
(DEA Form 488 — Worksheet-A) 

* DEA Number : 

* Address : 

* Name of Comapany : 

* Phone : * Fax : * Email : 

* Contact Person :  

* Quantity to be sold (as grams of anhydrous base) : r 

* Provide documentation for Quantity to be sold (purchase orders. supply agreements. etc) : 

1 

* Intended Use : 0 Sale / Product Launch 0 Product Development / Research 0 Other (explain) 

The * symbol denotes a required field Number fields must be a valid number between 0 and 999 999.999 999 inclusive 

Fill in the fields above and click Submit 

[ Reset Submit 

Summary 

0 Remove 
DEA Num : #### 

Company Name : dFGHFYT 
Address : HFGGGYYJK GYFJYYU CTGBD BGFSHDFJKSD 

Phone : 256-515-4422 
Fax : 121-142-4448 

Email : NCBHXJH@GMAIL COM 
Contact : SHJAGYSG 

Quantity to be sold : 5.226 000 
Supporting does : GJKEYU 

Intended Use : Other 
Intended Use Explain : FJDSIOUFRW 

To remove an entry click the Remove radio button 
To return to the Worksheet-A Selection Menu click Return 

Next

Figure 18: Worksheet A 
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1.0 Introduction 
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1.1 Overview 
The Drug Enforcement Administration (DEA) is the United States (US) competent body charged 

with the management of controlled substances and chemicals for scientific, medical, research, and 
industrial applications while preventing diversion of these same substances and chemicals. To 

manage this complex system, DEA requires that manufacturers of Schedule I and II controlled 

substances and the importers and manufacturers of ephedrine, pseudoephedrine, and 

phenylpropanolamine (Combat Methamphetamine Epidemic Act [CMEA] List I chemicals) apply for 

quotas to control the quantity of material produced or procured per calendar year for US 
requirements. These individual import and procurement requests are aggregated to determine bulk 

manufacturer requirements, aggregate production quotas (APQ), annual assessment of needs 

(AAN), and generate reports to the United Nations regarding the consumption and manufacturing 

of Schedule I and II controlled substances and CMEA List I chemicals. 

These specific individual importers and manufacturers apply for yearly importation and 

manufacturing quota allowances based on historical sales data and forecasted trends in their 
market. This information is transmitted to DEA through quota application forms DEA 189, DEA 250, 

and DEA 488. The individual manufacturing quota form DEA 189 is for use by individual 
manufacturers that extract or synthesize a Schedule I or II substance from plant material or other 

controlled substances. The procurement quota form DEA 250 is required for dosage form 
manufacturers, compound pharmacies, labelers/re-labelers, and packagers/re-packagers. The 
importation form DEA 488 is for use by the CMEA List I chemical importers. 

1.2 Basic Navigation 
Use the buttons at the bottom of the page to navigate the Quotas application. Button functionality is 
as follows: 

Next 

Back 

Reset 

Return 

Exit 

: continue to the next page in sequence. 

: return to the previous page. 

: clear any fields, drop down menus, and radio buttons with enterable data. 

: similar to the Back button. This usually appears when beginning a new form or sub-form. 

: exit the Quotas application. 

Do not use the browser's navigation buttons. 
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1.3 Login 

User Login 
- If you are a corporate user, enter your user name, password and DEA Number. 
• If you are a corporate administrator, enter your user name and password, and the DEA Number of the registrant for 

which you will be managing user accounts. 
• If you are a DEA administrator, enter your user name and password, and the DEA Number of the registrant for which 

you will be managing user accounts. 

DEA Number: 
Username: 
Password: 

Change Password: 

Reset 

Figure 1: Login 

Enter the following: 

• DEA Number: the unique identifying number issued to each registrant upon enrolling with 
the DEA. 

• Username: the user account name used to differentiate between one user account and 

another, provided by the corporate administrator. 

• Password: the unique identifying set of characters comprised of alphanumerical and special 

characters used to access an account, initially provided by the corporate administrator. 

To clear the fields, click the Reset button. 

Click the  Next  button on this page to proceed. An error will be displayed if any of the entered 

information is incorrect. 

On the Login Confirmation screen (not pictured), click the  Next  button to continue. The 

button will return users to the Login screen. 

Return 
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1.4 Changing the Password 
To change the current password, check the Change Password checkbox on the Login screen before 
clicking the  Next  button. 

Change User Password 

Password requirements: 
• Must contain between four and ten characters. 
• Must contain at least one uppercase character. 
• Must contain at least one lowercase character. 
• Must contain at least one digit. 

DEA Number: 

Username: IANRACE 

Current Password: 

New Password: 

Confirm New Password: 

Plese fill in the empty fields and click Next. 

Back Reset Next 

Figure 2: Change Password 

New passwords must be between 4 - 10 characters in length and contain at least one of the 
following: 

• One (1) uppercase letter 

• One (1) lowercase letter 

• One (1) number 

Enter the current password into the field provided. The new password must be entered twice to 
ensure accuracy. 

When the fields have been filled, click the Next button. Quotas passwords will not expire. 

To return to the previous screen without making any changes, click the Back 

To clear any entered text from the Password fields, click the Reset button. 

button. 
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2.0 Quota Application 
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2.1 Manufacturers and Types of Quota 
Manufacturers can apply for three (3) different types of quota based on the business activities 

permitted by their DEA registration(s). The table below specifies the distinction between 
manufacturers, quotas, and controlled substances/CMEA List I chemicals. 

Type of Account 

imp Manufacturer 

Bulk Manufacturer 

Chemical Manufacturer 

List I Chemical Importer 

I 
I 

Type of Quota 

Procurement 

Procurement, Manufacturer 

Procurement, Manufacturer 

Import 

Substance/Chemical 

Substance 

Substance 

Chemical 

Chemical 

■ ■ 
MI 
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2.2 Quota Application 
After confirming the account login, Quotas will load the Main Selection Menu. An initial quota may 
be requested or an already granted quota may be revised. From this page, users may check the 
status of existing quota requests (see Section 2.3) or file a new or amendment request. 

Main Selection Menu 

Quota Type 
• Procurement 
_ Manufacturer 

Import 

Note: The list of controlled substances will only display drugs that are currently listed under 
your registration. If you do not see the drug you are seeking, please contact your local field 
office to have the drug added to your registration. 

Controlled Substance 
— Listed in Alphabetical Order (Select One) — 

Quota Year 
o Current Year (2013) 
O Next Year (2014) 

To file a new request for quota allotment or revise an existing one, select Quota Type, Controlled Substance and 
Reporting Year, then click Next. 
To see the status of any requests for quota allotment that you have previously submitted to DEA, click Status. 

I Exit Status Next 

Figure 3: Main Selection Menu 

The following information must be selected before the application process may continue. 

• Quota Type: the type of quota being requested. 

• Controlled Substance: the controlled substance for which a quota is being requested. List I 
chemical manufacturers and importers will only see the chemicals ephedrine, 
pseudoephedrine, and phenylpropanolamine. No substance or chemical will be listed in the 
drop-down menu if it hasn't first been registered to the requesting manufacturer. 

• Quota Year: the year during which the quota will be applied. 

After all selections have been made, click the  Next  button. Following this page, the current or future 
year-end inventory, acquisitions, and dispositions are estimated and the quota amount is 
requested. 
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2.2.1 Current Selection 
Once through the Main Selection Menu, every subsequent page in the Quota application process will 

display the following information. 

Current Selection 

Quota Type Quota Year Drug Code Drug Name Pending Quota Approved Quota 

Procurement 2014 9120 DIHYDROCODEINE 000 

Figure 4: Current Selection 

2.2.2 Quota Revision 
Note that the screen below will only be displayed if a request for the selected substance or chemical 

has already been submitted. 

Quota Request Amendment 

Notice 

You have previously filed a quota allotment request for the substance noted below. The request was filed on Oct 26, 
2012 in the amount of 100.000 grams. The Reference Number is 113654. 

In the pages that follow, your original data values for the request will be displayed. You may freely remove, append or 
amend this data. Once you complete this amended request, it will be filed with its own reference number and will 
become the new statement of record for the requested quota allotment for this substance. 

Current Selection 

Quota Type Quota Year Drug Code Drug Name Pending Quota Approved Quota 

Procurement 2013 9150 HYDROMORPHONE 100.000 .000 

Back Next 

Figure 5: Quota Amendment Notice 

Click the  Next  button to proceed to the Year-End Estimates screen. 
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2.2.3 Year-End Estimates for Report Year 
Note that the fields, as displayed in the image below, will already contain values if this is an 
amendment to an already submitted quota. 

Enter the estimated amounts of the controlled substance or listed chemical expected to be held in 

inventory, disposed/sold to other entities, and acquired from other entities by the end of the 

selected year. At least one field must contain a value other than zero (0) before the quota 

application process may proceed. 

DEA Form 250 -- Box 12 
Enter your estimated year-end report projections in the fields provided. 

Use the TAB and SHIFT-TAB keys to tab forward and backward among the fields. 
All amounts are expressed as grams of anhydrous base or alkaloid, not as salt. 

2011 Reporting Year (actual) 
2012 2013 

(actual) (estimate) 
2014 

(estimate) 

Inventory (as of Dec 31) 

Bulk controlled substance (API) 0.000 0.000 10.000 0.000 

In-process material (in all forms) 0.000 500.000 0.000 0.000 

Finished dosage forms (bulk and/or packaged) 0.000 0.000 0.000 0.000 

Total 0.000 500.0001 10.000 I 0.000 

Dispositions 

Domestic 0.000 0.000 0.000 0.000 

Exports 0.000 0.000 0.000 0.000 

Total 0.000 I 0.0001 0.000 I 0.000 

Acquisitions 

Domestic 0.000 0.000 0.000 0.000 

Imports 0.000 0.000 0.000 0.000 

Total 0.000 I 0.000 0.000 F 0.000 

Click Next to advance to the next page. 

[ Reset Return Next 

Figure 6: Year-End Estimates 

All entered values must be expressed as grams of anhydrous base or alkaloid, not as salt. 

• Bulk controlled substance (API [Active Pharmaceutical Ingredient]): the quantity of 
bulk (non-packaged) substances or chemicals held in inventory. 

• In-process material (in all forms): the quantity of substances or chemicals in process for 

conversion, formulation, blending, tableting, encapsulation, etc. 

• Finished dosage forms (bulk and/or packaged): the quantity of substances or chemicals 

to have completed processing. 

• Domestic: the quantity of substances or chemicals to have either been disposed or acquired 

within the United States. 

• Exports/Imports: the quantity of substances or chemicals to have either been disposed or 

acquired internationally. 
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Note that a fourth column will be displayed only if the Next Year option is selected on the Main 
Selection Menu screen (see Figure 3). The current year column will be unavailable for editing. 

Note that any values entered for an amended quota request will overwrite any values previously 
requested. New submissions for revising quota requests are not added to or subtracted from existing 
quota values. 

Click the Next button to proceed to the Quota Request screen. 
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2.2.4 Quota Request 

Quota History 
(DEA Form 250 Box 11) 

Enter the total value for your quota allotment request in the field provided. 
All amounts are expressed as grams of anhydrous base or alkaloid, not as salt. 

— History (Approved) — --- Current Request —
2010 2011 2012 2014 

0.000 0.000 0.000 

Quota Allotment Request by Category 
Sub-divide your total quota request by category. 

You must provide a value for at least one category, and the sum of the categories must equal the current request. 
Use the TAB and SHIFT-TAB keys to tab forward and backward among the fields. 

Commercial Manufacturing : 

Product Developement : 

Packaging/Labeling : 

Replacement : 

Transfer : 

Total : 

174 

Click Next to advance to the next page. 

Reset Back Next 

Figure 7: Quota Request 

Enter the total value of the Quota reqest in the Total Requested for calendar year field. 

separate the total of the current request into the fields of the Quota Allotment Request by 

Category. All fields must be filled; if no quota will be used in a particualr category, enter (0) for 
that field. Click the Reset button to clear the fields. 

The total value of the Quota Allotment Request by Category fields must equal the value entered 
in the Current Request field. Hover the pointer over a El icon to display a tooltip with specific 

information about the request categories. 

List I chemical importers will see the Product Type section rather than the Quota Allotment 
Request by Category section. List I chemical importers must select the type of List I chemical 
product being imported. 

Product Type 
Select the type of product for this substance.

0 Bulk API or finished dosage forms in bulk. 0 Finished product for distribution only. 

Figure 8: Import Product Type 

After the fields have been filled and selection been made, click the Next button. 
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The following message shall appear for quota revision requests where the new value is lower than 

that already approved by DEA. 

Attention 

The new annual quota you are requesting (Pending Quota) is less than your currently approved quota. Are you 
requesting to decrease your current quota? If so, click Next. Otherwise click Cancel and enter the total amount you 
are requesting for this year's quota for all projects under this registration. 

Figure 9: Attention 

Click the Next button to display the Sub-Report Selection Menu. 

Sub-Reports Selection 

In order to complete your application for quota allotment, you will need to provide additional information using the sub-reports 
below. To fill out a sub-report, click the Report Link to advance to the corresponding report form. If the color of the sub-report link 
is gray, it means there are sub-reports already on file. You may review and/or update these by clicking the link. You will not be 
able to advance to the next page until all required sub-reports have been completed. 

Required / Optional Current Request Report Link 

Optional Commercial Manufacturing 
Converted Substances (DEA Form 250 — Box 13) 

Commercial Manufacturing Optional 1.000 Dosage Forms (DEA Form 250 — Box 14) 
Required 2.000 Product Development (DEA Form 250 — Box 14) 
Required 3.000 Packaging/Labelinq (DEA Form 250 — Box 14) 
Required 4.000 Replacement 
Required 5.000 Transfer 

If you have completed all required sub-reports, click Next to continue. 

Back [ Next

Figure 10: Sub-Report Selection Menu 

Refer to Section 3.0 for information about the Quota sub-category forms. When finished, click the 

button. Next 
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2.2.5 Final Summary 

Final Summary 

Current Selection 

Quota Type Quota Year Drug Code Drug Name Pending Quota Approved Quota 

Procurement 2017 9120 DIHYDROCODEINE 11.000 .000 

Year-End Report Data 

2014 (actual) 2015 (actual) 2016 (estimate) 2017 (estimate) 

Inventory 0.000 0.000 0.000 4.010 
Dispositions 0.000 0.000 0.000 4.000 
Acquisitions 0.000 0.000 0.000 4.000 

Quota Allotment Request by Category 

Comm Man Prod Dev Packaging/Labeling Replacements Transfers Total 

1.000 .000 3.000 3.000 

Remarks 
(maximum 1,024 characters :: 1024 characters remaining) 

4.000 11.000 

Supporting Documents 
You can optionally include a supporting document with your request. If so, click the Browse button and select a file from your 
local file system. The file must be a valid PDF file, must have a .pdf extension and must be free of any security restrictions. 

Browse... 

Click Submit to transmit your data to the DEA. 
Click Return to go back to the Year-End Estimates page to modify any part of your request.

Return Reset Submit 

Figure 11: Final Summary 

Review the summary of the quota request. Any additional remarks should be placed in the 

Remarks field. 

Optionally, a Portable Document Format (PDF) file supporting the Quota request may be uploaded. 
Click the  Browse...  button to choose the file. Note that PDF files may not take the place of a 

submitted quota request. 

If a mistake was made, click the 

Click the Submit 

Return button to return to the Main Selection Menu. 

button to complete the Quota request. 
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A reference number will be assigned to the quota request. Reference this number in any emails to 

the UN Reporting and Quota Section (DRQ) concerning this quota request. 

Summary Confirmation 

Current Selection 

Quota Type Quota Year Drug Code Drug Name Pending Quota Approved Quota 

Procurement 2014 9145 DIHYDROMORPHINE 125.000 .000 

Confirmation 

The Quota Allotment request for the substance above has been submitted successfully. 

Reference Number: 113981 

Questions regarding this transaction may be emailed to DEA at ODE quota@usdoj gov. Please include your 
DEA registration number, the above reference number and your company name in the subject line of all 
correspondence regarding this request. 

This request may be amended by selecting the same substance from the Main Selection Menu. All data entry 
fields will be loaded with the values from the latest completed request. 

Printing Options 
You are required by 21 C.F.R. § 1304.04(a) to retain a copy of this Application for Quota Allotment for two 
years after the date of the initial request. Click the Print button below to print the request or archive it as a 
PDF report. 

Print 

Return Exit 

Figure 12: Summary Confirmation 

A PDF copy of the Quota request application may he saved to a local computer for printing. Click the 

button to create the PDF copy. Print 

Click the I  Return  j button to return to the Main Selection Menu (Figure 3) to submit another Quota 

request. 

Click the Exit button to return to the Office of Diversion Control website and exit the application. 
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7 Checking the Application Status 
To check the current status of a pending quota application, click the status button from the Main 

Selection Menu. 

Quota Request Status 
The following table lists substances for which you have formally requested a quota allotment, and the status of your 
application. Multiple requests for the same substance are sorted sequentially by Drug Name within Quota Type. 

A date in the Date Approved field indicates the date the request was approved. Requests that have not been 
approved yet show as "Pending." 

Requests may be amended by returning to the Main Selection Menu and selecting the substance from the list. 

To view the request as a PDF report, click the Request ID link. 

Quota Quota Date Drug 
Type Year Submitted Code 

PRO 2013 ct 26, 9050 2012 

PRO 2013 Oct 26, 9050 2012 

PRO 2013 Mar 28, 9050 
2013 

PRO 2013 Mar 28,
9050 2013 

MAN 2013 Jul 25, 9333 2013 

MAN 2013 Jul 25, 9333 2013 

MAN 2013 Jul 25, 9333 2013 

MAN 2013 
Jul 25,

9333 THEBAINE 2013 

Drug Name 

CODEINE (FOR CONVERSION) 

CODEINE (FOR CONVERSION) 

CODEINE (FOR CONVERSION) 

CODEINE (FOR CONVERSION) 

THEBAINE 

THEBAINE 

THEBAINE 

Quota 

100.000 

100.000 

100.000 

100.000 

15,000,000.000 

15,000,000.000 

15,000,000.000 

15,000,000.000 

Date Request 
Approved ID 

Pending 113666 

Pending 113667 

Pending 113761 

Pending 113782 

Pending 113820 

Pending 113821 

Pending 113801 

Pending 113822 

( Back 1 r Print 1 

Figure 13: Quota Request Status 

The following information is available: 

• Quota Type: the type of quota for which the application has been submitted (procurement, 
manufacturer, import). 

• Quota Year: they year for which the quota will be applied. 
• Date Submitted: the date on which the request was submitted. 

• Drug Code: the code given to the controlled substance or listed chemical for which a quota 
was requested. 

• Drug Name: the name of the controlled substance or listed chemical for which a quota was 

requested. 

• Quota: the quota amount requested for the applicable year. 

• Date Approved: the date on which the quota request was approved. Note: Approval date 
does not indicate the quota amount requested is the amount granted. DEA will still send a 

letter (by email and post) indicating the amount of quota granted for the request. 

o Pending indicates that the request is still awaiting final determination by DRQ. 
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o Withdrawn indicates that the request has been withdrawn either by registrant's 
written request to DRQ or that DRQ has combined the application with the 
registrant's additional pending request for the same drug code. Withdrawn requests 
may be resubmitted. 

• Request ID: every quota request is assigned a unique six (6)-digit number. This number 
should be referenced with inquiries concerning the quota request. Click on the Request ID 
to display and/or print the details of that specific request. 

Clicking the  Print)button will create a PDF copy of the status page information suitable for printing. 
A letter addressed to the registrant from the Deputy Assistant Administrator of DC will be displayed 
on the final page of the summary. 

To return to the Main Selection Menu, click the Back button. 
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3.0 Quota Sub-Category Forms 
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3.1 Commercial Manufacturing (Converted Substances) 
The Converted Substances sub-category form is only available for substances and List I chemicals 
specifically marked for conversion. Filing the Converted Substances sub-category form is an 
optional activity for bulk manufacturers. 

Basic Class To Be Manufactured 
(DEA Form 250 -- Box 13) 

To convert DIHYDROMORPHINE to another substance, select the substance from the list. If the target substance is not on the 
list, either contact DEA to have the substance added to your registration, or select "Users Choice" (the last entry). 

--- Listed in Alphabetical Order (Select One) --
9050 CODEINE (FOR CONVERSION) 
9050 CODEINE (FOR SALE) 
9053 CODEINE-N-OXIDE 
9120 DIHYDROCODEINE 
9193 HYDROCODONE (FOR CONVERSION) 
9193 HYDROCODONE (FOR SALE) 
9150 HYDROMORPHONE 
1724 METHYLPHENIDATE 
9300 MORPHINE (FOR CONVERSION) 

Drug Name Drug 
Code 

2011 
(actual) 

2012 
(actual) 

r 
Fill in the fields above and click Submit. 

Reset 

Remove Drug Name 

,,"rr 

Summary 

2014 'Y. Yield 
(estimated) (estimated) 

Drug 2011 2012 2014 % Yield 
Code (actual) (actual) (estimated) (estimated) 

Currently there are no Converted supstances. 

[ Next

Figure 14: Converted Substances 

Select a drug from the drop down menu. 

Note that substances will only be listed if they can be products of the selected base substance. 

Any selections will be added to the Basic Class to be Manufactured table. If User Choice is 
selected, the name of the drug must be manually entered into the Drug Name column. 

Fill in the estimated year and percentage yield fields and click the  Submit button. The information 
will be added to the Summary table. 

To remove a drug from the Summary table, select the Remove radio button. 

Click the Next button to return to the Report Selection Menu (see Figure 10). 
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3.2 Commercial Manufacturing (Dosage Form) 
The Commercial Manufacturing sub-category form is only available for procurement 
manufacturers and importers. Filing the Commercial Manufacturing sub-category form is 
optional. 

Dosage Form Data 
(DEA Form 250 -- Box 14) 
Quota Requested: 1.000 

If you intend to manufadure dosage forms from DIHYDROMORPHINE, fill out the fields below and click Submit. You may create as many 
individual dosage forms as necessary. 

* Name * Authority to Market B * Used 2011 * Used 2012 * Est. 2014 

The * symbol denotes a required field. Number fields must be a valid number between 0 and 999,999,999.999 inclusive. 

Reset 

Remove 

Submit 

Summary 

Name Authority to Market 

currently mere are no aosage roans. 

Used Used 
Est. 2014 

2011 2012 

Next 

Figure 15: Commercial Manufacturing 

Complete the following fields: 

• Name: the name of the manufactured dosage form. 

• Authority to Market: the authority with which the indicated dosage form is marketed. 
Click on a Ei icon to display a popup with specific information about the request categories. 

• Used <2 years prior>: the quantity used two (2) years prior to the current year. 

• Used <1 years prior>: the quantity used one (1) year prior to the current year. 

• Est. <quota year>: the estimated quantity to be used during the requested year. 

Click the Submit button. The information will be added to the Summary table. 

To remove a drug from the Summary table, select the Remove radio button. 

Click the Next button to return to the Report Selection Menu (see Figure 10). 
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3.3 Product Development 
The Product Development sub-category form is only available for those requesting procurement 
and manufacturer quotas. Filing the Product Development sub-category form is mandatory if the 
registrant placed a numerical value in the quota allotment by category (see Figure 7, page 6). 

Dosage Form Data 
(DEA Form 250 -- Box 14) 
Quota Requested: 2.000 

If you intend to manufacture DIHYDROMORPHINE into dosage forms, fill out the fields below and click Submit You may create as many 
individual dosage forms as necessary. 

* Name * Strength El * Units/Batch *# Batches * Purpose G * Qty * Completion Time 

The * symbol denotes a required field. 

Units/Batch and # Batches must be a whole number (integer) between 0 and 9,999,999. 
Qty must be a decimal number between 0 and 999,999,999.999. 

Reset Submit 

Summary 

Remove Name Strength Units/Batch Purpose Qty Batches me
Completion 

Ti 

currently mere are no Proouct Development torms. 

Next 

Figure 16: Product Development 

Complete the following fields: 

• Name: the name of the substance required for product development. 

• Strength: the strength of the dosage required for product development. Click on a Elicon to 
display a tooltip with specific information about the request categories. 

• Units/Batch: the number of units allotted per batch required for product development. 

• # Batches: the number of batches of the substance required for product development. 

• Purpose: the purpose of the substance's use in product development. Click on a Qicon to 
display a tooltip with specific information about the request categories. 

• Qty: the total quantity expected to be utilized through product development. Click on a 
icon display a tooltip with specific information about the request categories. 

• Completion Time: the time required to complete product development. 

Click the Submit button. The information will be added to the Summary table. 

To remove a drug from the Summary table, select the Remove radio button. 

Click the Next button to return to the Report Selection Menu (see Figure 10). 
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3.4 Packaging/Labeling 
The Packaging sub-category form is only available for those requesting procurement and 
manufacturer quotas. Filing the Packaging sub-category form is mandatory if the registrant placed 
a numerical value in the quota allotment by category (see Figure 7, page 6). 

Package/Label Form Data 
(DEA Form 250 -- Box 14) 
Quota Requested: 3.000 

If you intend to segment DIHYDROMORPHINE into packages, fill out the fields below and click Submit. You may create as many individual 
package forms as necessary. 

* Name 

1 
* Strength p * Units / Pkg # Pkgs * Purpose * Qty

The * symbol denotes a required field. 

Units / Pkg must be a whole number (integer) between 0 and 9,999,999. 
Qty must be a decimal number between 0 and 999,999,999.999. 

[ Reset Submit

Summary 

Remove Name Strength Units / Pkg # Pkgs Purpose Qty 

currently there are no Package torms. 

Next 

Figure 17: Packaging 

Complete the following fields: 

• Name: the name of the package into which the substance will be segmented. 

• Strength: the strength of the packaged segments. Click on a In icon to display a tooltip with 
specific information about the request categories. 

• Units/Pkg: the number of units allotted per package. 

• # Pkgs: the number of segments the package will comprise. 

• Purpose: the purpose of segmenting the substance into packages. Click on a Ei icon to 
display a tooltip with specific information about the request categories. 

• Qty: the quantity of total packages required. Click on a Elicon to display a tooltip with 
specific information about the request categories. 

Click the  Submit  button. The information will be added to the Summary table. 

To remove a drug from the Summary table, select the Remove radio button. 

Click the Next button to return to the Report Selection Menu (see Figure 10). 

21 ' Year-End Reporting and Quota Management System, Unlimited Distribution 

Page 1585 Vol. 1



Quotas User Manual, Version 1.5 I January 10, 2017 

3.5 Replacement 
The Replacement sub-category form is only available for those requesting procurement and 
manufacturer quotas. Filing the Replacement sub-category form is mandatory if a numerical value 

was typed in the quota allotment section (see Figure 7, page 11). 

Replacement Data 
Quota Requested: 4.000 

Please provide an explanation of what was destroyed and why. You must submit appropriate documentation, including DEA Form 48 and 
DEA Form 522 (if a reverse distribution was used). Summarize what was destroyed (ie. commercial batches, product development samples 
and retains, bulk API, etc.) and the reason for disposal. 

* Date of Destruction * Explanation (maximum 270 characters :: 270 characters remaining) 

The * symbol denotes a required field. The Explanation field must be greater than 0 and less than 270 characters. 

Remove Date of 
Destruction 

Reset Submit 

Summary 

Explanation 

Currently mere are no Replacement torms. 

Next 

Figure 18: Replacement 

Enter the following information: 

• Destruction Date: the date the original substance was or will be destroyed. Click this field 

to display a calendar from which the date of destruction may be chosen. 

• Explanation: the reason for the destruction of the original substance or chemical. 

Click the Submit button. The information will be added to the Summary table. 

To remove a drug from the Summary table, select the Remove radio button. 

Click the Next button to return to the Report Selection Menu (see Figure 10). 
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Transfer 
The Transfer sub-category form is only available for those requesting procurement and 

manufacturer quotas. Filing the Transfer sub-category form is mandatory if a numerical value was 

typed in to the quota allotment (see Figure 7, page 11). 

Transfer Data 
Quota Requested: 5.000 

If you intend to transfer DIHYDROMORPHINE, fill out the fields below and click Submit You may create as many individual Transfer forms as 
necessary. 

* DEA Number * Explanation (maximum 270 characters :: 270 characters remaining) 

Please provide details of transfers. ie. what will be transferred, the purpose of the transfer. etc. 

The * symbol denotes a required field. Number fields must be a valid number greater than 0 and less than 1,000,000,000.000. 

Reset I Submit 

Summary 

Remove DEA Number Explanation 

Currently mere are no I ranster forms. 

Next 

Figure 19: Transfer 

Enter the DEA number of the manufacturer to whom the substance was transferred, as well as the 

reason for the transfer. 

Click the Submit button. The information will be added to the Summary table. 

To remove a drug from the Summary table, select the Remove radio button. 

Click the Next button to return to the Report Selection Menu (see Figure 10). 
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3.7 Worksheet A 
The Worksheet A sub-report form is only available for List I chemical importers. Filing the 

Worksheet A sub-report form is mandatory unless the form is submitted via email with the 
reference number of this request displayed in the subject line. 

Worksheet-A 

Current Selection 

Quota Type Quota Year Drug Code Drug Name Pending Quota Approved Quota 

Import 2013 1225 PHENYLPROPANOLAMINE (FOR SALE) 100.000 .000 

Instuctions 
(DEA Form 488 -- Worksheet-A) 

The Worksheet-A form is for you to document the subsequent dispostion (sale) or utilization of PHENYLPROPANOIAMINE (FOR 
SALE). You may submit individual Worksheet-A forms using this web site. To do so, click the Next button below. 
Alternatively, you may submit a Worksheet-A in Excel format via email. To email a Worksheet-A, first complete this request for an 
import quota, at the conclusion of which you will be given a reference number. Then prepare a Worksheet-A in Excel format and 
email it to ODE Quota@usdoi gov. Include the reference number in the subject line of the email. Click the radio button below to 
indicate that Worksheet-A submission by email. 

O• Worksheet-A Email Submission 

Click the Next button. 

Reset Return Next 

Figure 20: Worksheet-A Introduction 

If the Worksheet-A Email Submission radio button has been selected, Quotas will return to the 
Report Selection Menu (Figure 10). Otherwise, Quotas will display Worksheet-A (Figure 21, next 

page). 

If Worksheet-A appears, enter the following information: 

• DEA Number (if applicable): the registration number assigned by the DEA. 

• Name of Company: the name of the company or manufacturer purchasing drugs from the 
importer. 

• Address: the mailing address of the company or manufacturer listed above. 

• Phone: the telephone number where the corporate user or administrator may be reached. 

• Fax: the fax number where the corporate user or administrator may be reached. 

• Email: the email address where the corporate user or administrator may be reached. 

• Contact Person: the name of the designated representative of the company or 

manufacturer. 

• Quantity to be Sold (as grams of anhydrous base): the estimated quantity of chemicals 

expected to be sold to the listed company during the requested year. 

• Provide documentation for Quantity to be sold (purchase order, supply agreements, 

etc.): list details supporting the Quantity to be Sold estimate. 
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• Intended Use: select one of the three options provided. If "Other" is selected, provide an 

explanation for the intended use of the chemical. 

Worksheet-A 

Current Selection 

Quota Type Quota Year Drug Code Drug Name Pending Quota Approved Quota 

!Wort 2013 1225 PHENYLPROPANOLAMINE (FOR SALE) 100.000 .000 

* DEA Number :

* Address : 

Worksheet-A Data 
(DEA Form 488 Worksheet-A) 

* Name of Company : 

* Phone : * Fax : * Email : 

* Contact Person : 

* Quantity to be sold (as grams of anhydrous base) : 

* Provide documentation for Quantity to be sold (purchase orders supply agreements. etc) : 
(maximum 100 characters :: 100 characters remaining) 

* Intended Use : 5 Sale / Product Launch 0 Product Development / Research 0 Other (explain) 

The * symbol denotes a required field. Number fields must be a valid number greater than 0 and less than 1,000,000,000.000. 

Fill in the fields above and click Submit. 

Reset Submit 

Summary 

Currently there are no Worksheet-A entries. 

Next 

Figure 21: Worksheet A 

When all fields have been completed, click the submit button. Quotas will save the sub-report form 
and display a summary of the completed worksheet. 

A worksheet may be removed from the Summary page by selecting the "Remove" radio button. 

Click  Next  to return to return to the Report Selection Menu (see Figure 10, page 12). 
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Appendices 

26 I Year-End Reporting and Quota Management System, Unlimited Distribution 

Page 1590 Vol. 1



Quotas User Manual, Version 1.5 I January 10, 2017 

A.0 Glossary 
Term 

Acquisition 

LAggregate 
Production 

Quota 

Annual 
Assessment of k Needs 

I Authority to 
Market 

Bulk 

Substances
Controlled 

Bulk 
Manufacturer 

Chemical 
Manufacturer 

CMEA List I 
Chemicals 

Commercial 
Manufacturing 

Controlled 
Substance 

l 

IDEA Number 

Disposition 

Acquiring any Schedule I or II controlled substance or CMEA List I chemical by 
means that include domestic procurements, acquisitions, and transfers; imports, 
returns by customers for salvage, rework, etc.; and those acquired from 
manufacture or conversion during the course of a calendar year. 

The total quantity of a basic class of controlled substances listed in Schedule I or II 
necessary to be manufactured during the calendar year to provide for the 
estimated medical, scientific, research, and industrial needs of the US , for lawful 
export requirements, and the establishment and maintenance of reserve stock. 

Total quantity of ephedrine, pseudoephedrine, and phenylpropanolamine, 
including products containing such, necessary to be manufactured and/ or 
imported during the calendar year to provide for the estimated medical, scientific, 
research, and industrial needs of the US, for lawful export requirements, and for 
the establishment and maintenance of reserve stocks. 

Approval number from the Food and Drug Administration demonstrating the 
ability to lawfully market specified dosage form(s) in the US . 

Any controlled substance manufactured in bulk quantities. 

Manufacturers of Schedules I and II controlled substances whose production 
methods include extraction from plant material, propagation, or synthesis from 
other controlled or non-controlled substances or chemicals 

Manufacturers of CMEA List I chemicals who product ephedrine, 
pseudoephedrine, or phenylpropanolamine (PPA) from controlled or non-
controlled substances or chemicals 

Ephedrine, pseudoephedrine, PPA 

111Production, compounding, or processing of a controlled substance for retail sal 

A drug or other substance, or immediate precursor, included in schedule I, II, III, I 
IV, or V of part B of the Controlled Substances Act (CSA). The term does not include 
distilled spirits, wine, malt beverages, or tobacco, as those terms are defined or 
used in subtitle E of the Internal Revenue Code of 1986. It is a substance 
determined potentially harmful for human consumption and therefore limited by
the DEA. Controlled substances may or may not have beneficial properties. 

A valid registration number assigned to the registrant by CSA. 

Removing from inventory any controlled substance by means that include 
domestic sales and transfers, conversion, exportation, returns, the manufacture of 
exempted or excluded products, losses, and authorized destruction during the 
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Term 

Domestic 

Finished 
Dosage Forms 

Import 

I 

[Initial Quota 
Request 

I In-Process 
Material 

Inventory 

tLabeling 

Importer 

Listed 
Chemical 

Manufacturer 

Password 

Definition 

course of a calendar year. 

Any substance or chemical manufactured or produced within the United States..II 

Substances or chemicals classified as having completed processing. 

Any bringing in or introduction of any article into either the jurisdiction of the 
United States or the customs territory of the united States, and from the 
jurisdiction of the United States into the customs territory of the United States 
(whether or not such bringing in or introduction constitutes an importation within 
the meaning of the tariff laws of the United States. 

Every person who imports, or who acts as an import broker for importation of, 
controlled substances listed in a schedule and or/ listed chemicals. 

First quota request submitted for a calendar year 

Substances or chemicals classified as in process for conversion. 

All factory and branch stocks in finished form of a basic class of controlled 
substance manufactured or otherwise acquired by a registrant, whether in bulk, 
commercial containers, or contained in pharmaceutical preparations in the 
possession of the registrant (including stocks held by the registrant under 
separate registration as a manufacturer, importer, exporter, or distributor. 

All labels and other written, printed, or graphic matter either placed upon any 
controlled substance or any of its commercial containers or wrappers of any 
controlled substance by any manufacturer of such substance or accompanying 
such controlled substance. 

Any chemical specifically designated by the Administrator that, in addition to 
legitimate uses, is used in manufacturing a controlled substance in violation of the 
CSA and is important to the manufacture of a controlled substance; and any 
chemical other than that described above specifically designated by the 
Administrator that, in addition to the legitimate uses, is used in manufacturing a 
controlled substance in violation of the CSA. 

■ 

A person who manufacturers a drug or other substance, whether under 
registration as a manufacturer or under authority of registration as a researcher 
or chemical analyst. 

The unique identifying set of characters comprised of alphanumerical and special 
characters used to access an account. User passwords are provided by the 
corporate administrator. 

Pending A quota request that has been submitted, but has not yet been approved. 
B i 

1 Procurement The act of obtaining a controlled substance for the purpose of producing reference 
tandards, exempt preparations, dosage forms or manufacturing another 
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Term 

1 

Product 
Development 

Quota 
Revision 
Request 

Quota Type 

IFQuota Year 

Reference 
Number 

i 

Substance 
Conversion 

Strength 

Supporting 
Document 

Lsername 

[controlled substance. 

Manufacturing of dosage forms for testing, FDA approval, clinical trials 

iiAny submitted request that occurs after the initial quota request for the calendar 
year has been submitted and/or granted. 

Bulk manufacturing, procurement, or importation 

Calendar year for which the requested and/or granted quota is valid 

Unique identification number generated when a request is submitted 

The dosage of controlled substance per unit 

■ 

The process by which two (2) or more controlled substances and/or listed 
chemicals are combined to manufacture a different substance. The new substance 
may or may not be itself subject to control by the DEA. 

A document submitted in support of a quota application. 

The user account name used to differentiate between one user account and 
another, provided by the corporate administrator. J 
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B.0 Acronyms 

Acronym 

AAN 

r API 

APQ 

CMEA 

I CSA 

DEA 

I 
DRQ• 

I PDF I 

Definition 

Assessment of Annual Needs 

Active Pharmaceutical Ingredient 

Aggregate Production Quota 

Combat Methamphetamine Epidemic Act 

Controlled Substances Act 

Drug Enforcement Administration 

UN Reporting and Quota Section 

Portable Document Format 

United States 
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MEMORANDUM OF UNDERSTANDING 

Between the 

U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

CENTER FOR DRUG EVALUATION AND RESEARCH 

And the 

U.S. DEPARTMENT OF JUSTICE 
DRUG ENFORCEMENT ADMINISTRATION 

For the 

SHARING OF INFORMATION 

I. PREAMBLE 

Pursuant to this Memorandum of Understanding ("MOU" or "Agreement"), the Center 
for Drug Evaluation and Research ("CDER"), as part of the Food and Drug 
Administration ("FDA") within the Department of Health and Human Services 
("DHHS"), and the Drug Enforcement Administration ("DEA"), as part of the 
Department of Justice ("DOJ"), both United States Federal Government entities agree 
that CDER and the DEA Office of Diversion Control ("OD") may share information in 
areas of mutual concern, consistent with their distinct legislative mandates as defined by 
the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. §§ 301 et seq., the Public Health 
Service Act, 42 U.S.C. §§ 201 el seq., and the Controlled Substances Act, 21 U.S.C. §§ 
801 et seq. CDER and OD will hereinafter jointly be referred to as the "Federal 
Partners." 

FDA and DEA are federal agencies within two different departments, DHHS and DOJ, 
with related statutory mandates and responsibilities. 

FDA is a regulatory agency responsible for promoting and protecting the public health by 
ensuring the safety of drugs. FDA administers the Federal Food, Drug, and Cosmetic Act 
and relevant sections of the Controlled Substances Act. Among its responsibilities, FDA 
approves new drug applications ("NDAs") and abbreviated new drug applications 
("ANDAs"), conducts inspections of manufacturing facilities, and monitors post-
marketing data to identify and evaluate adverse events and mitigate and help prevent drug 
shortages. FDA also has responsibilities that specifically relate to controlled substances 
and require collaboration with DEA including the following: evaluating schedule I 
research protocols for scientific merit; providing scientific and medical evaluation and 
scheduling recommendations for drugs under consideration for control; and providing 
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information for DEA's calculation of estimates of U.S. medical and scientific stock needs 
for schedule I and II substances. 

DEA is a federal agency responsible for enforcing the controlled substance laws and 
regulations of the United States. Among its responsibilities, DEA coordinates and 
cooperates with federal, state, and local law enforcement officials on mutual drug 
enforcement efforts and investigates and prepares for the prosecution of major violators 
of controlled substance laws. Among its regulatory roles, DEA is responsible for 
domestic drug and chemical control, setting and implementing quotas for schedule I and 
II substances and certain listed chemicals, issuing DEA registrations to handle controlled 
substances, and preventing the diversion of controlled substances from the legitimate 
market. Under 21 U.S.C. § 873(a), the Attorney General is directed to cooperate with 
"local, State, tribal, and Federal agencies concerning traffic in controlled substances and 
in suppressing the abuse of controlled substances," including through the exchange of 
information between government officials. This responsibility has been delegated to the 
Administrator of DEA in 28 C.F.R. § 0.100(b). Additionally, 28 C.F.R. § 0.103(a)(1) 
authorizes the Administrator of DEA "[t]o release information obtained by DEA and 
DEA investigative reports to Federal . . . officials engaged in the enforcement of laws 
related to controlled substances." Accordingly, DEA has clear regulatory authority to 
share information with FDA and other Federal entities, although DEA understands that 
nothing in this regulatory authority should be construed to contravene DEA's agreement 
in this MOU section IV.A that it will not disclose information provided to it by CDER. 

II. PURPOSE AND GOALS 

As described above, the FDA and DEA missions are related in a variety of ways. This 
MOU is intended to create a mechanism to facilitate timely sharing of information, and to 
build upon and establish additional collaborative efforts between the Federal Partners. 

III. SUBSTANCE OF MOU 

A. Procedure Governing Information Exchanges 

In an effort to achieve the goals described above, the undersigned agree to the following 
procedure for exchanging information: 

1. Periodic Meetings: The Federal Partners will meet periodically for the purpose of 
discussing information exchanges between the Federal Partners. These meetings will be 
attended by at least one Authorized Official (as defined in section III.A.2 below) 
representing each Federal Partner. For the first year after the approval of this MOU, as 
described in section DC below, the meetings will be held quarterly, and thereafter on a 
biannual basis. Consistent with the waiver and amendment provision of this MOU in 
section VIII below, the frequency of these meetings may be increased or decreased. 

2. Authorized Officials: The Director of CDER or his or her designee shall designate 
one or more Authorized Officials for CDER. The Deputy Assistant Administrator, OD, 
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shall appoint one or more Authorized Officials for on The Authorized Officials shall be 
authorized to discuss and approve the procedures for information exchanges pursuant to 
this MOU, including the approval of Workplans, as discussed in section III.A.3 below. 
Each Federal Partner will provide a list of its Authorized Officials to the other Federal 
Partner and will update such list whenever Authorized Officials change. 

3. Workplans of Organizational Components within FDA/CDER and DEA/OD: 
Any exchange of information between the Federal Partners or their organizational 
components, except as authorized by sections VI and VII below, shall be consistent with 
a written, approved workplan that describes specific information exchanges and 
procedures for implementing such exchanges ("Workplan"). The Federal Partners may 
approve Workplans at the periodic meetings referred to in section III.A.1 by agreement of 
an Authorized Official of each Federal Partner or by another method mutually agreed to 
by an Authorized Official of each Federal Partner. All Workplans must comply with 
applicable law as well as the terms and conditions of this MOU. Once a Workplan is 
approved by an Authorized Official of Each Federal Partner, as documented by their 
signatures on the original Workplan, the Federal Partners may begin sharing information 
pursuant to that Workplan immediately. 

4. Persons Authorized to Exchange Information: Workplans will include the 
designation of one or more Authorized Contact Persons who will serve as primary points 
of contact for information exchanges between the Federal Partners. The names of all 
Authorized Contact Persons, along with their contact information, must be identified in 
the Workplan or as an Addendum to it and the names and contact information must be 
kept up-to-date at all times. 

5. Timely Sharing of Information: Information exchanged pursuant to this MOU 
(including under accepted Workplans) will be exchanged in a timely manner, considering 
agency priorities and resources. Any instances of undue delay may be reported to an 
Authorized Official of each Federal Partner. 

However, the undersigned acknowledge that each Federal Partner may be limited in its 
ability to share information or expertise in response to a particular request for several 
reasons, for example: agency priorities, resources, and statutory or regulatory 
prohibitions. In the event that an Authorized Contact Person within one of the Federal 
Partners determines that he/she cannot share certain information sought by the other 
Federal Partner, the Authorized Contact Person may refer the issue to Authorized 
Officials of CDER and OD, if necessary. If the Authorized Officials are unable to reach 
an understanding, then the matter may be escalated to the Director of CDER and the 
Deputy Assistant Administrator, OD. 

6. Methods of Sharing Information: The Federal Partners may share information in 
the following ways: in writing (including in electronic form and e-mail) and verbally 
(whether in in-person meetings or by telephone, video-conferencing or other electronic 
means). 
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a. Exchanges of Information in Written Form 

When an Authorized Contact Person requests information, documents, or data in written 
form, the request should be made in writing, which may include an informal email. The 
following language should be included in the request: 

"Information that is shared under this request will be under the 2015 CDER-DEA 
Memorandum of Understanding for the Sharing of Information. We agree not to 
further disclose any shared information in any manner without your written 
permission or, if such disclosure is required by law, without advance notice to the 
originating agency." 

With the inclusion of this statement, requesters would not have to use a particular format 
or include other pre-specified text. 

The response to such request should also be in writing, but it, too, can be an informal 
e-mail that acknowledges transmission of information in response to the request. The 
following language should be included in the response: 

"This communication acknowledges that information is being shared pursuant to 
the 2015 CDER-DEA Memorandum of Understanding for the Sharing of 
Information. The shared information may not be further disclosed in any manner 
without our express written consent or, if such disclosure is required by law, 
without advance notice to the originating agency." 

With the inclusion of this statement, responders would not have to use a particular format 
or include other pre-specified text. 

b. Exchanges of Information in Meetings and other Verbal Communications 

The Federal Partners may exchange information at meetings of the Federal Partners 
(whether in person or by telephone, videoconference or other electronic means). 
Approved Workplans will address such situations. 

Meeting notices, announcements, and any agendas for such meetings will include the 
following language: 

"Information shared during this meeting will be pursuant to the 2015 CDER-DEA 
Memorandum of Understanding for the Sharing of Information. Such information 
may not be further disclosed or shared in any manner without the express written 
consent of the originating agency or, if such disclosure is required by law, without 
advance notice to the originating agency." 

Any verbal exchanges of the Federal Partners made pursuant to the MOU will be 
prefaced by the language above. 

7. Tracking of Information Exchanges: The Federal Partners will allow for tracking 
of information exchanges between them. To this end, the CDER Authorized Official will 
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ensure that CDER's Executive Operations Staff ("CDER EXECSEC") (or its successor, 
designee, or other FDA office designated by CDER's Director) is made aware of all 
written requests for information received from DEA and all written information provided 
to DEA by any of FDA's organizational components pursuant to this MOU (including 
under approved Workplans). CDER EXECSEC's tracking may include the establishment 
of a mailbox or electronic notification system. Workplans must provide a procedure for 
verbal exchanges to be documented by CDER. 

DEA will establish a specific mailbox for DEA to track information exchanges between 
the Federal Partners. 

8. Prohibited Exchange of Information Between the Federal Partners: All 
information exchanges between the Federal Partners must be made in accordance with 
applicable laws, regulations, and policies, this MOU and, except in the circumstances 
discussed in sections VI and VII below, in accordance with a Workplan. Any 
information exchanges that are not made in accordance with applicable laws, regulations, 
and policies, this MOU and any relevant Workplan are not permitted and arc considered 
prohibited exchanges. Any information exchanged in such prohibited exchanges must 
still be safeguarded and protected as discussed in section IV.A of this MOU. 

Each Federal Partner has an affirmative obligation to notify affected personnel of their 
responsibilities and obligations under this MOU and any related Workplan in order to 
prevent prohibited exchanges. 

9. Mitigation of Prohibited Exchanges & Disclosures: The undersigned agree that 
confidential and other non-public information (directly or indirectly (i.e., through verbal 
or written communication, conduct or any other means)) that is not disclosed in 
accordance with applicable laws, regulations, policy, this MOU, and any relevant 
Workplan (whether disclosed directly or indirectly (i.e., through verbal or written 
communication, conduct, or any other means)) may be detrimental to agency activities 
and may interfere with the Federal Partners' ability to protect personal privacy, 
confidential and/or trade secret information. Accordingly, if a Federal Partner becomes 
aware of a prohibited exchange or disclosure, whether made to the other Federal Partner 
or to a third-party, it will immediately notify an Authorized Official of the other Federal 
Partner, providing the content of the prohibited exchange or disclosure, the identity of the 
person by whom it was made, the identity of the person to whom it was made, and the 
date on which it occurred. The Federal Partners will work with one another to develop 
and implement a plan to remedy the prohibited exchange or disclosure, taking into 
consideration the Federal Partners' responsibility to preserve documents and records in 
accordance with applicable law or legal process. 

10. This MOU supersedes in its entirety the Memorandum of Understanding Between 
the Drug Enforcement Administration and the Food and Drug Administration dated 
July 1, 1974. 
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B. Substance of Information to be Exchanged Under this 
Agreement 

The undersigned agree that information exchanges between the Federal Partners are 
important to their ability to successfully carry out their statutory and regulatory 
responsibilities. Toward that end, this MOU is intended to provide a means for 
establishing and defining procedures by which information is to be exchanged between 
the Federal Partners and to enhance the Federal Partners' collaboration. Each Workplan 
will detail the specific information that may be exchanged. 

IV. GENERAL PROVISIONS 

A. Safeguarding & Limiting Access to Shared Information 

The undersigned recognize that information exchanged that contains any of the following 
types of information must be protected from unauthorized use and disclosure: 

(1) confidential commercial information, such as the information that would be 
protected from public disclosure pursuant to Exemption 4 of the Freedom of 
Information Act (FOIA); 

(2) personal privacy information, such as the information that would be protected 
from public disclosure pursuant to Exemption 6 or 7(C) of the FOIA; 

(3) information compiled for law enforcement purposes, such as information that 
would be protected from public disclosure pursuant to Exemption 7 of the FOIA; 
Or 

(4) information that is otherwise protected from public disclosure by federal 
statutes and their implementing regulations (e.g., Trade Secrets Act (18 USC 
1905), the Privacy Act (5 USC 552a), other Freedom of Information Act 
exemptions not mentioned above (5 USC 552(b)), the Federal Food, Drug, and 
Cosmetic Act (21 USC 301 et seq.), and the Health Insurance Portability and 
Accountability Act (HIPAA), Pub. L. 104-191). 

Pursuant to Federal Food, Drug, and Cosmetic Act section 301(j) (21 USC 331(j)), FDA 
will not reveal to DEA any method or process which is entitled to protection as a trade 
secret. 

The Federal Partners will ensure that information shared under this MOU shall be used 
and disclosed solely in accordance with applicable laws, regulations, and policies. 
Access to the information shared under this MOU shall be restricted to authorized 
employees and contractors of the Federal Partners who require access to perform their 
official duties in accordance with the uses of information as authorized by this MOU and 
any related Workplan. Such personnel shall be advised of (1) the necessity to safeguard 
and limit access to the information, and (2) the administrative, civil, and criminal 
penalties for noncompliance contained in applicable federal laws. Contractors of the 
Federal Partners who will receive access to the information shared under this MOU will 
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sign the non-disclosure agreement included in Appendix A. Each Federal Partner will 
maintain on file non-disclosure agreements signed by its contractors. 

If either Federal Partner receives a FOIA request for information provided by the other 
Federal Partner pursuant to this MOU or a related Workplan, the Federal Partner 
receiving the FOIA request will refer the request to the Federal Partner that provided the 
information to respond directly to the requestor. The Federal Partner that refers the 
request will notify the requester that a referral has been made to the other Federal Partner 
and that a response will issue directly from the other Federal Partner. In such cases 
where the Federal Partner has incorporated another Federal Partner's information in a 
responsive record, the Federal Partner should consult with the Federal Partner whose 
information appears in the responsive records. 

Nothing in this MOU shall be construed to prevent a disclosure required by law or legal 
process. Notwithstanding this provision, should information shared pursuant to this 
MOU (including under approved Workplans) be subpoenaed or otherwise ordered 
through a legal process, the Federal Partner to whom the subpoena or order is directed 
will notify an Authorized Official of the other Federal Partner immediately to provide an 
opportunity to seek to intervene and block the disclosure. 

Termination of this MOU or any related Workplans does not relieve either of the Federal 
Partners of their obligation to safeguard, protect, and limit access to the shared 
information established under section IV of this MOU or any related Workplan. 

B. Effect on Existing Statutes and Regulations 

Each Federal Partner will take actions under this collaboration that are consistent with 
existing laws, regulations, and policies, and nothing in the MOU shall be construed as 
changing the current requirements under the statutes and regulations administered and 
enforced by the Federal Partners including but not limited to: Titles 21 and 42 of the 
United States Code, the Public Health Service Act, and the Federal Food, Drug, and 
Cosmetic Act. Further, nothing contained in this MOU constitutes a mandate or a 
requirement that is additional to the mandates or requirements imposed on the Federal 
Partners by federal statutes, regulations, and policies. 

V. RESOURCE OBLIGATIONS 

This MOU represents the broad outline of the intent that the Federal Partners will enter 
into specific agreements for collaborative efforts in intellectual areas of mutual interest to 
them. It does not create binding, enforceable obligations against any party. All activities 
undertaken pursuant to the MOU are subject to the availability of personnel, resources, 
and funds. This MOU does not affect the ability of the Federal Partners to enter into 
other agreements or arrangements related to this MOU. This MOU and all associated 
agreements will be subject to the applicable policies, rules, regulations, and statutes under 
which the Federal Partners operate. 
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VI. EMERGENCY CIRCUMSTANCES 

In certain emergency circumstances, as that term is understood and agreed upon by the 
Director of CDER and the Deputy Assistant Administrator, OD, information can be 
exchanged between the Federal Partners without the need for a Workplan governing the 
information exchange if the exchange is mutually agreed upon by the Director of CDER 
and the Deputy Assistant Administrator, OD. However, even in such emergency 
circumstances, the General Provisions under section IV and the limitations on 
information sharing in section III.A.6 remain applicable. 

VII. EXCHANGES PRIOR TO THE DEVELOPMENT OF WORKPLANS 

The undersigned acknowledge that after the execution of this MOU it may take some 
time to develop the Workplans required pursuant to section III.A.3. While the Federal 
Partners agree to work expeditiously toward the completion of those Workplans, the 
undersigned also agree that, until such Workplans are established, information exchanges 
that are necessary and appropriate to the respective missions of the Federal Partners may 
take place pursuant to 21 CFR 20.85 and 21 U.S.C. § 873(a). 

VIII. WAIVER AND AMENDMENT 

The requirements of this MOU including, but not limited to, the number and frequency of 
meetings required by section III.A.1 and the obligation to safeguard and protect the 
information required by section IV, may be waived or amended by the mutual written 
agreement of the Director of CDER and the DEA Administrator, but neither Federal 
Partner can waive requirements or restrictions imposed by Federal law. The 
requirements of any related Workplans may be waived or amended by the mutual written 
agreement of the Director of CDER and the Deputy Assistant Administrator, OD, or by 
Authorized Officials, pursuant to the same limitations. The Federal Partners' failure to 
enforce or abide by any requirement of this MOU (or any requirement of any Workplan 
approved hereunder), whether once or repeatedly, is not to be construed as a waiver of 
the requirement and cannot be deemed to alter or amend the MOU (or any Workplan 
approved hereunder). 
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IX. TERM, TERMINATION AND MODIFICATION 

This agreement, when accepted by the undersigned, will have an effective period of 
performance from the date of the latest signature until three years from that date and may 
be modified or terminated by mutual written consent by both parties or may be 
terminated by either party upon a thirty day advance written notice to the other. 

Approved for the Approved for the 
Drug Enforcement Administration Food d Drug Ad .nistration 

C (14,( aide 4-49f4a4 ---e-  c 
By: Michele M. Leont art 'S.y: Jajlet Woodcock, M.D 
Administrator Directo 
Drug Enforcement Administration Center for Drug Evaluation and Research 

watt& a. iazdkit9i-  Q  0.\-- --(ASQ„ 
Print

-
Print Name Print N 

2/21-/K 
Date Date 
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APPENDIX A 
Non-Disclosure Agreement for Contractors 

Access to information shared under to the Memorandum of Understanding ("MOU" or 
"Agreement"), the Center for Drug Evaluation and Research ("CDER"), as part of the 
Food and Drug Administration ("FDA") within the Department of Health and Human 
Services ("DHHS"), and the Drug Enforcement Administration ("DEA"), as part of the 
Department of Justice ("DOJ"), dated [insert date], is required to perform my official 
duties under the contractual agreement with my employer, in accordance with the uses of 
information as authorized by the MOU and any related Workplan. I am an authorized 
contractor of FDA or DEA. 

I recognize that information exchanged that contains any of the following types of 
information must be protected from unauthorized use and disclosure: 

(1) confidential commercial information, such as the information that would be 
protected from public disclosure pursuant to Exemption 4 of the Freedom of 
Information Act (FOIA); 
(2) personal privacy information, such as the information that would be protected 
from public disclosure pursuant to Exemption 6 or 7(C) of the FOIA; 
(3) information compiled for law enforcement purposes, such as information that 
would be protected from public disclosure pursuant to Exemption 7 of the FOIA; 
or 
(4) information that is otherwise protected from public disclosure by federal 
statutes and their implementing regulations (e.g., Trade Secrets Act (18 USC 
1905), the Privacy Act (5 USC 552a), other Freedom of Information Act 
exemptions not mentioned above (5 USC 552(b)), the Federal Food, Drug, and 
Cosmetic Act (21 USC 301 et seq.), and the Health Insurance Portability and 
Accountability Act (HIPAA), Pub. L. 104-191). 

I have been advised of (1) the necessity to safeguard and limit access to the information, 
and (2) the administrative, civil, and criminal penalties for noncompliance contained in 
applicable Federal laws. 

I, on this day of , 20 , hereby agree that I shall not further release, 
publish, or disclose information shared under this MOU without the express written 
consent of the originating agency or, if such disclosure is required by law, without 
advance notice to the originating agency. I shall protect such information in accordance 
with applicable laws and regulations governing the confidentiality of non-public 
information. 

Signature:  Date: 
Type or Print Name 
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